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About the Authors 


The retirement of Charles W. Craw- 
ford, Commissioner of Food and Drugs 
—effective July 31, 1954—after 37 years 
of government service was announced 
July 24 by Oveta Culp Hobby, Secretary 
of Health, Education, and Welfare. He 
will be succeeded by George P. Larrick, 
Deputy Commissioner. Mr. Crawford 
discusses, in this July JouRNAL, timely 
problems confronting food and drug 
officials. Readers will recall his nu- 
merous articles which have appeared 
in this publication, especially his excel- 
lent annual progress reports. 


James M. Carter’s article is derived 
from an address delivered at the Public 
Conference on the Food and Drug 
Law held recently in Los Angeles un- 
der the joint sponsorship of the Uni- 
versity of Southern California School 
of Law, The Food Law Institute and 
the Women’s Division of the Los An- 
geles Chamber of Commerce. He is 
United States District Court judge in 
the Southern District of California, at 
Los Angeles. Other articles represent 
the conference remarks of Laughlin R. 
Waters, United States Attorney for the 
Southern District of California; Milton 
L. Selby, secretary and general coun- 
sel for Safeway Stores, Inc.; and Rob- 
ert A. Hardt, president of the American 
Pharmaceutical Manufacturers’ Asso- 
ciation. 


Charles Wesley Dunn, president of 
The Food Law Institute and chairman 
of the editorial advisory board of the 
JouRNAL, addressed a meeting of The 
Institute of Food Technology on June 
29 at Los Angeles. 
in this issue under the title “Our Food 
and Drug with Some Observa- 
tions on its Major Statute.” 


Michael F. Markel, who is engaged 
in the private practice of law in Wash- 
ington, D. C., is vice chairman of the 
Food Standards Committee in the New 
York State Bar Association. He has 
participated in numerous hearings on 
food standards. 


His speech appears 


Law . 


Identity Standards 
Governing Food 


A letter written by Charles Wesley 
Dunn, as general counsel for Beech 
Nut Packing Company, Canajoharie, 
New York, to Charles A. Wolverton, 
chairman of the House Committee on 
Interstate and Foreign Commerce, under 
date of June 16, 1954, appears herewith 
in full text: 


Honorable Charles A. Wolverton, Chair- 
man 
House Committee on Interstate and 

Foreign Commerce 
House Office Building 
Washington 25, D. C. 

Dear Mr. Wolverton: 

Re H. R. 2739 (by Mr. O’Hara) 
amending section 403 (c) of the Fed- 
eral Food, Drug, and Cosmetic Act, 
to authorize identity standards for imi- 
tation food: This letter is written in 
behalf of the Beech-Nut Packing Com 
pany, a leading food manufacturer for 
which I am general counsel. We re- 
quest that it be read at the public 
hearing tomorrow and 4hen added to 
its printed record. For unfortunately 
I am unable to be present. 

This amendment is designed to rem 
edy the situation created by the Su- 
preme Court's decision in the imitation 
jam case on March 26, 1951 (witl 
Justices Douglas and Black dissenting) 
which held that a may signifi- 
cantly fall below its identity standard 
under the Act, if it is 
imitation product in compliance with 
section 403 (c). Hence this 
permits a standardized food to be 
largely and seriously debased, provided 
it is then sold with an imitation label 
A label which specifically 
warn the consuming public of this de- 
basement or its extent, which may be 
great; whereas in comparison the Act 
now requires that a food below its 
quality standard (which is a far less 

(Continued on page 428) 
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labeled as an 


decision 


does not 
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Some Current Problems Confronting 


Food and Drug Officials 


By CHARLES W. CRAWFORD 


Mr. Crawford Addressed the Annual Conference of 
the Association of Food and Drug Officials of the 
United States, Des Moines, lowa, May 20, 1954 


= DENT CROWELL, Ladies and Gentlemen: 


It is an inspiration to be with you again, and to be able to talk 
with you on the many pressing problems that concern us all. 

You have been in touch throughout the year with our day-to-day 
activities through the Food and Drug Review, contacts with our field 
personnel, the information letters Mr. Queen has been sending you, 
and our press releases. In this formal presentation I shall take time 
for only a few highlights, but I hope we can supplement this with 
further informal discussions. 

We have made some advances in our war against quack medicines 
and quack therapeutic devices. Our litigation in the Hoxsey case 
finally brought an injunction order written in terms that should make 
it effective. The Electronic Medical Foundation consented to a decree 
banning shipment of numerous devices and a diagnostic service. As to 
“orgone energy,’ the principal did not deign to come to court to 
defend his device, since in his opinion neither the court nor the Food 
and Drug Administration was capable of understanding it or had 
jurisdiction over his activities. 
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The Author Ils Commissioner of Food and Drugs, 
Department of Health, Education, and Welfare 





When the last two of these injunctions were granted, we reported 
the facts not only to cooperating drug officials, but also to medical, 
osteopathic and chiropractic associations, to chapters of the American 
Cancer Society and to state boards that license practitioners of the 
healing arts. We tried to make the coverage as complete as possible 
because thousands of these worthless devices which are in use through- 
out the country do not come under the ban unless further interstate 
shipment is made. They can cause irreparable harm unless their use 
is abandoned. 

In the fiscal year 1953, there were 111 illegal drug sale cases 
terminated in the federal courts, with 106 pleas or verdicts of guilty. 


We are encountering more cases of deliberate violations, carried out 


by subterfuge and with callousness to the serious consequences of the 


misuse of dangerous drugs. Fortunately, an overwhelming percentage 
of pharmacists refuse to violate the high ethics of their profession. 


Because of limitations on funds appropriated for the current year 


We 


are 


we have been forced to ignore many flagrant economic violations 
have been trying to concentrate on the areas where consumers 
least able to protect themselves by their usual method of boycotting 
products that do not come up to expectations. Our sanitation work, 
too, has had to be curtailed to some extent. In our instructions to our 


field districts we stated: 


reductions in economic work 


The reduction . will be absorbed largely by 
There will be 


rie 
and some reduction in sanitation and filth work in food projects 
no curtailment in drug work or work in other health categories 
increase in such work 1s planned in the investigation of drug injuries, and investi 
We expect that for the 


In fact, some 


gation of chemical additives, including pesticide residues 
field as a whole the percentage of time spent on drugs will increas« 


We then set forth certain guide lines to delineate how the reduc 


tions should be accomplished. For instance, the instructions called 
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for sharp reductions in work on oleomargarine, enforcement of food 
standards, substitutions and misbrandings. We are endeavoring to 
continue some enforcement pressure with respect to identity standards 
but this must be limited to violations encountered in the course of 
filth and sanitation work. Planned work on economic cheats can be 


continued only with respect to the most flagrant frauds which the 


consumer cannot detect—such as watering of poultry and fruit juices, 
and substitution of horsemeat for beef ‘and of oleo for butter. 


Further progress in eliminating filthy and decomposed cream 
and milk from use in butter and other manufactured dairy products 
will require our combined efforts. Our studies have been intensified 
to improve techniques in detecting filth, contamination and decompost- 
tion. The industry, through a committee sponsored by the American 
Butter Institute, has cooperated in these studies and has also been 
active in educational campaigns to induce producers and dealers to 
improve their procedures, so that they will purchase only fit materials 


and so handle them as to prevent contamination and spoilage 


Fundamental Educational Work Among Producers 
\ number of you arranged meetings where our representatives 
demonstrated the new testing procedures to industry cream graders. 
Educational work among the producers is by all means the most 
fundamental job, and the one in which you have the key role. We 
cannot effectively reach the people on the farm except through in 
fluencing interstate manufacturers to refuse to accept milk and cream 


that has been so carelessly handled that it is no longer fit for food. 


Some of you have adequate authority to take direct action. You 
all have contacts, and a great deal of influence, with people in the 
agricultural colleges and extension services who have a primary re 


sponsibility for educational work of this type. 


The sanitary condition of fresh produce markets whose facilities 
have not kept pace with population growth is in many cases deplorable 
In cooperation with local health authorities, often augmented by state 
inspectors, FDA inspectors covered produce markets in 50 cities in 
1953. Some cities had excellent market facilities, but in others over 
crowded and antiquated buildings were augmented by use of the 
streets, sidewalks and gutters, with their inevitable filth. A further 
complication was that these sidewalks and gutters served as outdoor 


“flophouses” and latrines for derelicts who congregate in such sections 
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Activities to correct the most objectionable conditions have been 
encouraging. In one large city there were front-page headlines and 
newspaper editorials, followed with a visit by high-ranking city 
officials to view a midnight-to-6 a. m. scrubbing and cleaning of the 
market after 60 drunks and vagrants had been arrested and removed 
from the market area. A month later, conditions on the whole were 
materially improved—social undesirables were absent and many of 
the merchants had installed provisions for sanitary storage of their 
wares and disposal of waste. Since then, market representatives have 
met with city officials and our people to plan further corrections. 


Possible Need for Both State and Federal Sanctions 

Our approach to this problem is to back the efforts of local au- 
thorities, for it is essentially a local affair. In all but a few cities located 
within producing areas, however, the produce in city markets is 
largely of interstate origin. We have the jurisdiction—and the re- 
sponsibility—to help keep these foods clean until they reach the con- 
sumer. Under ordinary circumstances, local officials, with the as- 
sistance of state health authorities, can and should do the job. We all 
must recognize, however, that local pressures sometimes block the 


efforts of city health officials to effect essential improvements. This 
is an area in which both state and federal sanctions may prove 


most effective. 

The Grain Sanitation Committee has made a report to the Secre- 
taries of Agriculture and of Health, Education, and Welfare. The 
report has been under intensive study in the two departments, and an 
agreement is expected soon on which our future course in attempting 
to reduce filth contamination of food grain will be determined. 

The Federal Food, Drug, and Cosmetic Act has been amended 
three times since we met last year. At Hot Springs we discussed, at 
some length, the factory-inspection bill. Since its passage last August, 
our inspections have been uneventful. The major changes have been 
the formalities of an official notice, a report left at the factory of any 
insanitary conditions observed, a receipt left for samples collected and 
a report to the management on laboratory analysis of these samples 
for filth or decomposition, if such analysis is made. 

The amendment to change the statutory designation of Aureo 
mycin was made to switch from a trade name to the generic name, 
chlortetracycline. At the time this antibiotic was brought under cer- 
tification its chemical structure had not been established. 
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The third amendment, enacted in March on the consent calendar 
of both Houses of Congress, was one of those rare measures without 
dissent from any parties concerned. No one has been happy to waste 
time with public hearings on the provisions of food standards on which 
there was entire agreement. With such a requirement abolished, there 
will be an opportunity to keep the standards in line with noncon- 
troversial technological advances that would have been impossible had 
cumbersome hearings been required at this time when our manpower 
for food-standards work is so limited. 

General regulations have been amended to exclude coumarin from 
the cocoa and chocolate standards; to make clear that freedom from 
deleterious ingredients is a general requirement for all foods, even 
when not expressly stated in individual standards; and to change the 
size specifications of Pacific oysters to meet current commercial 
practices. 

The Secretary has issued a number of statements of general policy 
or interpretations of the Act. These cover: label declaration of salt in 
frozen vegetables, which may be added indirectly during processing ; 
label declarations of vitamin B,, and folic acid in foods for special 


dietary uses; discontinuance of the use of coumarin in all foods; ex- 
emption of antibiotics for agricultural use; labeling of imported crab- 
meat; warning labels on drugs containing more than 5 per cent of 
wintergreen oil; and a broadened scope for temporary ptrmits to test the 


consumer acceptance of new packs of foods varying from official standards. 


Pending Bill, Order and Regulation 

There are also a number of pieces of unfinished business pending. 
The Miller pesticide bill passed the House unanimously in April, and 
the Senate Agricultural Committee chairman has introduced it in the 
Senate. It provides for the Secretary of Agriculture to determine 
whether a pesticide chemical is “useful,” and for the Secretary of 
Health, Education, and Welfare to prescribe a safe tolerance for it, 
from zero up. It also provides for ad hoc committees of experts ap- 
pointed by the Secretary, who would serve as consultants on proposed 
tolerances if so desired by the Secretary or requested by the pro- 
ponents of the pesticide. 

Hearings were held during the year on proposals to remove three 
coal-tar colors from the certifiable list becauSe of recently completed 
oral-toxicity studies which showed them to be capable of serious injury 
on long-time use in small concentrations. The final order has not issued. 
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Another hearing was held on proposals to standardize the labeling of 
dietary foods purporting to have a low sodium content. A proposed regu- 
lation was published in the Federal Register on May 13, 1954. Such prod 
ucts should be labeled accurately and uniformly, because of their use 
in the management of serious cardio-vascular conditions. 

We have been planning earnestly to use our manpower to the best 
advantage to public welfare. It has dwindled substantially, as you 
know, for the past three years and is far less adequate to the work 
load than was the manpower of fiscal 1938 to our obligations under the 


old food and drug law. 


State Facilities Surveyed 
The national Administration, as you know, has expressed a wish 
to restore federal control of local problems to state and local au 
thorities whenever it can be done effectively. To this end we have 
made a survey of state facilities to determine how much responsibility 
you are equipped to assume. I wish we could have got more statistics 
on local enforcement agencies. 


\s to states, we found that the median spends about 19!2 man 


years on food law enforcement and 1 man-year on drug law enforce 


ment. These median figures are based upon reports from the states 
which in some instances include time spent on feed control and con 
tinuous inspection service. They exclude time spent in enforcement of 
state pharmacy laws dealing with fee collections and licensing. There 
is a wide spread in the time spent by individual states—from less 


than five man-years to over 100 man-years on food, for instance 


State Enforcement Largely at Retail and 
Local-Consumption Levels 

\lthough state food and drug law enforcement is being con 
ducted at all levels, much is at the retail stage. Food work is directed 
largely against insanitation and spoilage, usually at the local-consump 
tion level. Economic measures cover weights and measures, meat in 
spection, seeds and feeds—often with a major proportion of time de 
voted to other than food and drug activities of the type on which 
FDA concentrates, 

On drugs, only threé states spend over five man-vears. Nine states 
spend less than 0.1 man-year. Five states have no drug law enforce 
ment. Almost half of the drug work was on the improper sale of 
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prescription drugs. In 28 states, no state drug actions were brought 
in 1953. Eight of the states brought more than 20 prosecution actions 
each, with fines imposed generally ranging from $200 to $300, and jail 
sentences in a few cases. Some states also revoked pharmacy licenses 


after their own or federal convictions, 


Obvious Conclusions 

From our survey, several conclusions are obvious: First, you 
have done much and, with a few exceptions, you have done it with 
quite meager backing. Second, if federal activities should be curtailed 
because of impingements on local activities, then local facilities must 
be expanded. Third, the nation-wide picture—which we all presented 
to Congress when the Miller amendment was under consideration— 
revealed that our combined resources are not enough to give the public 


the over-all protection we believe it needs. 


It is a major obligation for each of us to present this picture 
clearly and effectively to our respective legislative bodies so that they 
can assume intelligently the final responsibility that is theirs to deter 


mine the extent of protection the public shall have. It is a further 


obligation—one in which we have been increasingly successful—to 


continue integrating our efforts to avoid duplication and blind spots. 
We appreciate deeply all that you have done to help. It has been most 
gratifying that our teamwork has brought much nearer the goal of 
adequate consumer protection. [The End] 


¢ PESTICIDE AMENDMENT *¢ 


A bill directing the Secretary of Health, Education, and Welfare 
to limit residues of poisonous or deleterious pesticide chemicals in or or 
raw agricultural commodities “to the extent necessary to protect public 
health” amends the Federal Food, Drug, and Cosmetic Act by pro 
viding that such commodities shall be deemed to be adulterated under 
Section 402(a)(2) of the Act if such pesticide chemical is unsafe within 
the meaning of a new Section 408. Provision is also made for administra 
tive procedures conducive to prompt action permitting the effective us« 
of pesticide chemicals without hazard to the public health 

The amendment, which became effective upon its enactment except 
with respect to Section 402(a)(2), as to which the effective date is one 
year or more after enactment, further authorizes the Secretary to estab 
lish a schedule of fees to be charged applicants requesting tolerances or 
exemptions from tolerances. It is expected that the Secretary will fix 
fees sufficient to make the service provided under this legislation as 
nearly self-supporting as possible—H. R. 7125, signed by the President 
July 22, 1954 





Public Value 








of Food and Drug Law 


HE Federal Food, Drug, and Cosmetic Act rests on a rational 

basis. True, private initiative has been in the past, and will be 
in the future, the basis of our economy. The standard of living enjoyed 
by America today is at its present high level because of the exercise 
of private initiative and the operation of a competitive system of 
economy. The federal food and drug Act is of course definitely public 
regulation, but that does not mean that it represents any abandonment 
of our system of free enterprise. 


We have observed a basic principle in this country, namely, that 


whenever any activity is, or becomes, so essential to the public health, 
safety and welfare that private enterprise may no longer be permitted 


a free hand, then there has been applied the operation of either public 
ownership or public regulation. From earliest days, the Post Office 
and our roads and highways have represented the public-ownership 
approach, and transportation, communication and public utilities have 
been.exemplars of the regulation approach. 


Basic Need for Act 


It is axiomatic that foods, drugs and cosmetics moving in inter 
state commerce intimately concern the health and safety of the Ameri 
can public, and that a regulatory act is a proper field for government 
activity without abandonment of our basic system of free enterprise. 
As proof of this fact, industry and business had a part in fathering the 
Act, and have since supported rather than opposed it. 

Unfortunately, there is little public knowledge concerning the 
operation of the law. The ordinary housewife would not know a libel 
from a label nor a prosecution from a persecution. She thinks that a 
“complaint” is something her husband or family has to say about the 
food served in the household. We can sum up the problem briefly : 
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By JAMES M. CARTER 





Remarks of the Author, United States District Judge for the Southern 
District of California, Los Angeles, at the Conference on Food and Drug 
Law, University of Southern California (May, 1954), Are Excerpted Here 


(1) The Food and Drug Administration does an excellent job for 
the American public. 

(2) The American public knows little or nothing about these 
activities carried on in its behalf or about the essential results of the 


administration of the food and drug Act. 


(3) The American public should be made aware of these facets. 


Attendance and Representation Bear Witness 
to Significance of Conference 
That is why this conference is significant. Today, a major law 
school, the School of Law of the University of Southern California, The 
Food Law Institute, Inc., a national organization interested in stimulat- 
ing thought and discussion and in disseminating information, legal and 
otherwise, concerning the Act, and the Women’s Division of the Los 
Angeles Chamber of Commerce, representing at least inferentially the 
women of the community and the business interests thereof, have 


joined together to sponsor this meeting. The excellent manner in which 


it has been attended, and the spread of the groups and business and 
professional interests represented, bears witness to the careful plan- 
ning and the worth-while objectives of the conference. 

Considering the problem of the food and drug law from the 
public standpoint, we should not forget that the manufacturer and 
distributor and their employees are part of the public. From my ex- 
perience as United States Attorney and on the federal bench, I am 
convinced that the vast majority of businessmen in the field of food 
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and drugs are legitimate operators, believe in the basic principles of 
the food and drug law, and attempt diligently to comply therewith. 
Their problems are manifold. 

Chemical contents of articles will deteriorate after manufacture, 
and although a product may be properly labeled when it leaves the 
factory, subsequently technical violations will appear. Errors and mis- 
takes occur in any business. The assault of pests and rodents against 


the plants of our most careful food producers is a continual attack. 


These pests and rodents are undisturbed by the wording of the statutes 


or the court decisions interpreting them. 


Wisdom and Tolerance Essential 

All of this means that a prosecutor and a judge should be tolerant 
and understanding of the problems that confront legitimate manufac 
turers and distributors. The United States Attorney exercises an im 
mense power and he possesses wide discretion. He should use his 
power and discretion wisely. 

\s in any field of business or industrial activity, there are always 
a few who try to cut the corners and, by their illegal or sharp practices, 
bring discredit upon the many. For these the law should provide short 
shrift, and the legitimate members of the business community will give 
full support to such action by prosecutor or judge. Free enterprise is 
the basic concept of our economy, but contained therein is the corol- 
lary of fair competition, and the legitimate business operator suffers 
in direct relation to the increase of the activities of the illegal operator. 


[The End] 


¢ DRUGS—AMISREPRESENTATION 


Medicinal preparations . . . A company engaged in the sale of 
medicinal preparations has agreed to stop representing that one of its 
products is efféctive in relieving backaches; that it is effective in relieving 
headaches except those due to constipation; or that it is effective in the 
treatment of irregularities of the intestinal functions. (Released July 
2, 1954.) 

\ company ‘selling a medicinal preparation has filed a petition fo 
review of a Federal Trade Commission order prohibiting misrepresenta- 
tion as to the therapeutic properties of its products. (Federal Trade 
Commission release of June 1, 1954.) 

Vitamin preparation . . . A stipulation-agreement to modify the 
advertising claims of a vitamin preparation has been accepted from the 
company selling the preparation. (Order released June 24, 1954.)—CCH 
TRADE REGULATION Reports { 16,781; 11,683; 11,758. 

















OUR FOOD AND DRUG LAW, 
WITH SOME OBSERVATIONS 
ON ITS MAJOR STATUTE 


By CHARLES WESLEY DUNN 


The Food and Drug Law Is Manifestly a Public Law of Profound Legal Im- 
portance in Itself and as a Modern Administrative Law, Notes the Author, 
Addressing The Institute of Food Technology at Los Angeles, June 29, 1954 


“Taken as a whole the food and drug law is manifestly one of 
profound economic and social importance. For (as I recently stated 
in Los Angeles) this law basically governs our most essential food 
and drug industries, of which the multi-billion dollar food indus 
try is by far our largest one; it basically regulates our most essential 
food and drug products, on which all depend for their very existence 
and physical welfare ; and it does so mainly for the essential purpose of 
safeguarding the public health. Hence it is the public law of deepest 
personal concern and value to our people; and that is why it ts truly 


called ‘the people's law’. 


“But this law is also of equal concern and value to the food and 
drug industries themselves. That is so because it ordains both thei 
product safety and their marketing integrity; and it is a necessary 
legal foundation on which to build their due progress, without the 
restraint of destructive trade practices. Indeed history records that 
these industries began their modern progress when the original Fed 
eral Food and Drugs Act was enacted in 1906, to prohibit the harmful 
adulteration and misbranding of its articles; and this progress was 
accelerated by the enactment of the succeeding Federal Food, Drug, 
and Cosmetic Act in 1938. Its basic protective significance is illus 


trated by noting: this Act prohibits the insanitary production of food 
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and drugs; it outlaws any food and drug that may kill or injure; and 
it forbids any deceit in the composition or labeling or packaging of 
food and drugs. Whereas its basic constructive significance is illus 
trated by adding: this Act establishes identity standards for vital food 
and drugs, to secure their product integrity ; it provides for the nutri- 
tional enrichment of needed food, to better the national diet; and it 
requires an informative labeling of food and drugs, to guide their 
appropriate purchase and use by the consuming public. In a word: 
the law before us has cleared the way for the food and drug industries 
to exercise their inherent business genius under our free institutions, 
to the fullest extent; and they have taken superlative advantage of 
this opportunity, to provide our people with the highest food and 
drug standards of living ever attained. This result was fundamentally 
accomplished by an epochal advance in the sciences of nutrition and 


chemotherapy, in the technologies of food and drug production and 
in the arts of food and drug marketing, during the first half of the 


twentieth century. And it may be dramatically characterized by say 
ing that the food and drug industries then made a greater economic 
and social advance, than in all time before. 

“Furthermore the food and drug law is also manifestly a public 
law of profound legal importance, in itself and as a modern adminis 
trative law; and because its 1938 Federal Food, Drug, and Cosmetic 
Act makes an extreme use of the congressional power over interstate 
commerce, to regulate intrastate commerce as well. For this Act pur- 
sues its articles from their entry into interstate commerce, through 
their final retail sale in intrastate commerce; and even into the home. 
But—what is legally more significant—this Act regulates exclusively 
intrastate commerce in colored oleomargarine, which has not entered 
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interstate commerce at all. It does so on the theory of preventing a 
burden on such commerce; and no federal law can go or has gone 
further in regulating local retail trade. In addition the preceding 1906 
Federal Food and Drugs Act has the historic legal importance that 
it was the third major statute enacted by Congress, to regulate inter- 
state commerce. The first was the 1887 Interstate Commerce Act, to 
prevent injurious rate discrimination by railroads (etc.) ; the second 
was the 1890 Sherman Antitrust Act, to prevent a wrongful monopoly 
of private trade, which destroys our traditional competitive system ; 
and the third was logically the Federal Food and Drugs Act of 1906, 
to prevent an injurious adulteration and misbranding of the most 
essential articles in that trade. All this pioneer legislation grew out of 
the vast industrial expansion of our country, which mainly began 
during the last half of the nineteenth century; and was designed to 
prevent its incidental abuse detrimental to the public welfare. 


“The 1938 Federal Food, Drug, and Cosmetic Act is of course the 
major statute of the law before us, because it is our key national food 


and drug law. It is a strong law, which ever becomes stronger 
through its amendment, administration and enforcement; and it is 
unsurpassed abroad, in its effective operation and public value. Hence 
I will devote the balance of my address to a discussion of this Act, 
for the purpose of recording some noteworthy observations on its 
administration and trends. They express my personal viewpoint; and 


in making them I do not speak for any organization. 


“As you well know, the 1938 Act is administered by the Secretary 
of Health, Education, and Welfare, through a Food and Drug Admin 
istration directed by a Commissioner of Food and Drugs. It is curious 
that this Act does not mention either the FDA or its Commissioner, 
who are rather executive creations; but its annual appropriation is 
specifically allocated to the FDA. The history of the FDA is summar 
ily this: the original 1906 Federal Food and Drugs Act was admin 
istered by the old Bureau of Chemistry in the United States Department 
of Agriculture; in 1927 its administration was transferred to a Food, 
Drug and Insecticide Administration in the Department; and in 1930 
this agency was renamed the Food and Drug Administration. Then 
in 1938 that Act was replaced by the present Federal Food, Drug, and 
Cosmetic Act, likewise administered by the FDA; in 1940 the FDA 
was executively transferred to the previous Federal Security Agency, 
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with its chief designated as Commissioner of Food and Drugs; and it 
is now in the succeeding United States Department of Health, Edu 
cation, and Welfare. 

“The FDA is an expert professional agency, specially created and 
organized and equipped to administer our national food and drug law 
presently contained in the 1938 Act. It is the government establish- 
ment on which our people mainly rely for indispensable food and drug 
protection; it is principally manned by long trained and experienced 
executives, scientists and technologists, who are dedicated to the 
essential public service of duly carrying out this Act; and consequently 
it requires an appropriation each year, which is sufficient for an ade 
quate performance of that service. Moreover the FDA operates under 
the civil service law and according to its competitive merit system ; 
and it needs this objective protective status, to build a right career 
organization and to maintain its absolute public integrity. Therefore 
it should not be demoted to a weakened and perhaps subversive polit- 
ical appointment basis, where it may become an instrument of a 
political spoils system instead. 

“Furthermore the FDA is a highly efficier and a basically just 
administrative agency; and it has successfully executed the 1938 Act 


down the years, pursuant to its great objective of safeguarding the 
public health and protecting the national food and drug economy. The 
FDA record conclusively proves these facts; and I go on to say that 


our people could not have had more devoted FDA Commissioners of 
Food and Drugs than Walter G. Campbell, Paul B. Dunbar and 
Charles W. Crawford. But while all this is true it should be added for 
a balanced statement on the FDA that it incidentally has the natural 
faults of a necessarily human organization and a powerful government 
bureaucracy ; and in fairness it should be noted that these faults stem 
from a conscientious and prudent sense of public responsibility. That 
comment however explains but does not mitigate these faults, where 
they are serious. 

“In thus referring to incidental FDA faults, I should record two 
important comments. The first comment is that the FDA does not 
adequately inform the public on found compliance with the 1938 Act; 
or that this Act is largely and duly self-enforced by the food and drug 
industries themselves, on a voluntary basis; or that their violation of 
it is an exceptional fringe circumstance; or that they actually provide 
our people with the highest food and drug standards of living ever 
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attained, as a rule. The FDA directly recognizes that fact in its official 
reports and statements, to a measurable extent; and it indirectly does 
so in reporting the percentage violations of this Act. In illustration: 
it advised the House Appropriations Committee that about 20% of 
the samples taken under this Act, in recent years, were found to 
involve serious violations of it; and that about 16% of the imports 
subject to this Act were found inadmissible. Now the FDA should 
of course fully publish all significant violations of this Act and its 
enforcement against them. But my point here is that these violations 
apply to a relatively minate part (perhaps less than 1%) of the whole 
annual interstate commerce subject to this Act; that what the FDA 
says about its small badness far outweighs what is said about its 
general goodness; and that for this reason the latter reassuring truth 
is underemphasized. What is also disturbing is that in its monthly 
reports to the national press the FDA describes only determined viola 
tions of this Act; and that it says nothing about what it found lawful 
thereunder. Hence they tell only the worst side of our food and drug 
story; and as a result the public is thus given only a misleading part 
of it. In short: it would seem too clear for argument that the FDA 
should invariably tell the whole truth about the state of our food and 
drugs, in a balanced way; and that it should generally report what it 
has found lawful, in addition to what it has found unlawful. The basic 
cause for this inadequate administrative situation is that Congress has 
not required the FDA to report both compliance with the 1938 Act and 
its violation, except to a very limited extent under the new factory 
inspection law; and that this Act makes the FDA basically a police 


agency. Congress should correct this situation in its law making an 


appropriation for the FDA, by raising it to the level of food and drug 


law statesmanship. Whereby it must equally report what is lawful and 
what is unlawful under the Act; and it must broadly give our people 
a balanced account of their essential food and drugs. In that event 
they would have proportionate confidence in both the protective value 
of the FDA and the fundamental integrity of our food and drug 
industries. 

“The second comment is a related one. It is that since the 1938 
Act is largely and best self enforced by the food and drug industries 
themselves on a voluntary basis, the FDA should also duly administer 
this Act through educational action; which is especially needed by 
smaller manufacturers, who cannot afford to pay for expert compli- 
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ance advice. The FDA freely gives this advice, on request and through 
occasional pronouncements. But it does not adequately publicize or 
disseminate this advice; and it has not organized an implementing 
educational division, systematically to provide such advice. In com- 
parison the Federal Trade Commission has established a Bureau of 
Consultation, to advise small businessmen on compliance with its laws. 
And Congress should likewise correct that situation, by a remedial 
provision in its FDA appropriation law. 


“Let us now return to the essential FDA requirements of a suff- 
cient annual appropriation and a protective civil service status, for a 
due administration of the 1938 Act. We should all agree on these 
requirements; but they are seriously threatened, at the present time. 
For in the first place the civil service rules have been recently changed, 
whereby the high FDA policy making officials may be converted into 
political appointees; and only a strong national (which significantly 
was mostly an industrial) protest stopped this conversion, last year. 
Sut its danger remains and will reach a crisis, when the next Commis 
sioner of Food and Drugs is appointed; and that time will soon come. 
Hence the public must be alert to this danger; and it should make 
certain that his successor is a competent and experienced career offi 
cial, who has a civil service status. 

“In the second place the FDA appropriation has been progres- 
sively and largely reduced in recent years, despite an actual public 
need for its greater amount. This fact is revealed by the following 
record of the FDA appropriations: in fiscal 1952 the budget recom 
mendation (which officially estimates the FDA financial requirement) 
was $5,763,000, whereas the appropriation was $5,626,000; in fiscal 
1953 the budget recommendation was $5,637,000, whereas the appro- 
priation was $5,600,000 ; in fiscal 1954 the budget recommendation was 
$5,648,000, whereas the appropriation was $5,200,000; and for fiscal 
1955 the budget recommendation was $5,200,000, whereas the appro- 
priation is $5,100,000. Hence the FDA appropriation has been cut over 
half a million dollars in these four years, notwithstanding a higher 
budget recommendation each year; and its annual decrease has been 
due to the official program for economy in our federal government, 
rather than to a decline in the FDA appropriation need. The current 
appropriation of $5,100,000 to administer our major national food and 
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drug law is strikingly disproportionate to that for administering the 
supplemental federal meat inspection law, which exceeds $14,000,000 ; 
and it has been reduced to that low amount despite the fact (inter alia) 
that the regulatory jurisdiction of the 1938 Act has been recently and 
largely expanded, by its colored oleomargarine and prescription drug 
amendments. Furthermore this reduction in the FDA appropriation 
has caused a handicapping decline in the number of required FDA 
employees; and also a sharp curtailment in its needed food and drug 
protection, These serious consequences were explained by Commis- 
sioner Crawford, at the recent hearings by the House Appropriations 
Committee and in his last address on May 20. The resulting situation 
may be graphically portrayed by saying: with its present small force 
of 794 (exclusive of the otherwise compensated 147 certification and 
15 sea food inspection employees)—reduced from 944 in 1951—the 
FDA is now given the heavy public responsibility of policing a 50 
billion dollar commerce in its products and nearly 100,000 establish- 
ments engaged therein, for the essential purpose of safeguarding the 
public health and protecting the national food and drug economy. In 
these circumstances the FDA can only partly meet such responsibility ; 
the wonder is that it does so much; and it is actually doing that much 
with an undermanned and underpaid and overworked organization. 


“This deteriorating reduction in the FDA appropriation is a sig- 
nificant public problem, which requires a corrective solution. To effect 
it the Secretary of Health, Education, and Welfare proposes to create 
an advisory citizens committee, to evaluate the FDA and make con- 
structive recommendations with respect to it; which is financed by a 
special $47,000 appropriation sanctioned by the Director of the 
Budget. A committee having a distinguished national membership 
that invites a general confidence ; and one which is better organized on 
a continuing ‘watch dog’ basis. We must all approve this committee, 
because the FDA ought now to be duly evaluated in every significant 


aspect of its organization and operation and need and service; and 


the recommendations of such a committee should command a respon- 
sive public consideration. It is added that there have been several 
official and other studies of the FDA in the past; but none of them 
reached the level proposed here. They were made by the Central 
Statistical Board, the Institute for Government Research and a task 
force of the House Appropriations Committee; but only one report 
was published. It was the informing 1928 report by the Institute for 
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Government Research of The Brookings Institution, published by 
the Johns Hopkins Press. In addition the Bureau of the Budget em- 
ployed a commercial organization (the Frey Associates) some four or 
five years ago, for an investigation of the previous Federal Security 
Agency then including the FDA; but no report of it was published. 
Furthermore the FDA was also investigated by the Hoover Com- 
mission on Organization of the Executive Branch of the Government, 
which in 1949 submitted a report for its unsound reconstruction ; and 
Temple University recently made a survey of Federal Reorganization, 
which published a report in 1953 that recommended an administrative 


change in the FDA. 


4 

“T finally come to a discussion of basic trends in the 1938 Act; 
but time permits only a reference to four. The first trend is a weaken- 
ing construction of the food standards law in this Act, made by the 
Supreme Court in the imitation jam case on March 26, 1951 (with 
Justices Douglas and Black dissenting). For it there decided that a 
food may significantly fall below its identity standard, if it is labeled 
as an imitation product in compliance with section 403(c). Hence a 
standardized food may now be lawfully debased to a serious extent, 
provided it is sold under an imitation label. A label that does not 
specifically warn the consuming public of this debasement or its 
extent; whereas in comparison the Act requires that a food below its 
quality standard (which is a far less important deviation, from the 
standpoint of both public health and fair trade) must bear a positive 
substandard label, to reveal its inferior nature. Moreover where such 
a debased food is sold in bulk under an imitation label but is then 
retailed or served to the consuming public out of its bulk package 
without any notice of its debasement, it may be deceptively palmed 
off as the genuine standard food which it resembles. That situation 
can have large commercial proportions ; and an elementary illustration 
of it is the bulk sale of watered milk or defatted butter having the 
prescribed imitation label, which is then retailed or served for the 
true standard product. 

“Consequently I personally believe that Congress should amend 
the 1938 Act, to prevent the debasement of a food having an identity 
standard. For such an amendment is necessary to secure the product 


integrity of essential standardized foods and to prevent deceit in their 


marketing to the consuming public; and the O'Hara bill (H. R. 2739) 
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does not provide it. This amendment should be approached from the 
standpoint that a principal reason for enacting the 1938 Act was to 
establish identity standards for essential foods, in order thus to safe- 
guard their character and value; and that the debasement of such 
foods is even more serious, where they are additionally standardized 
for their nutritional enrichment to improve the national diet. Further- 
more this amendment should also be approached from the standpoint 
that over half of our packaged foods are now governed by identity 
standards; and that they include such basic foods as bread, flour, but- 
ter, oleomargarine, evaporated milk and major canned foods. 


“It is no reply to say that a debased food may still be a useful one 
and can be sold cheaper. For while it is true (for example) that 
watered milk may have some use and be sold at a lower price, the 
fundamental consideration here is that an identity standard for an 
essential food is designed to assure its product integrity and nutri 
tional value, for a necessary consumer and trade protection. Likewise 
it is no reply to say that a food should be permitted to vary from its 


identity standard for a business reason, because that is a need which 


the standard itself should meet in its original or a revised form and 
through its optional ingredients; and such need raises the question 
whether the food should have an identity standard at all. It is also 
no reply to say that the FDA may enforce its Act against the retail 
or service of a debased food from a bulk package, to prevent deceit. 
For it does not have the organization or appropriation ability to police 
this immense enforcement area; and indeed it cannot even adequately 
police the retail or service of colored oleomargarine deceptively sub- 


stituted for butter, as the Act now requires. 


“The second trend is a beneficial improvement in the adminis 
trative procedure under the 1938 Act, for promulgating food standards 
and establishing safe tolerances with respect to pesticide residues in 
natural food. The latter improvement is made by the Miller bill (H. R. 
7125), amending this Act; which has passed the House and been 
favorably reported in the Senate. It has a joint FDA and industry 
approval; and therefore its enactment is apparently certain. That 
amendment makes an historic constructive advance in the adminis- 
trative law of this Act, by providing for ad hoc advisory committees 
selected by the National Academy of Sciences; and we shall conse- 


quently hope for its success. 
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“As to improvement in the food standards procedure: it was made 
by the Hale amendment of this Act on April 15 last; this amendment 
has the great practical value of eliminating unnecessary, prolonged 
and expensive administrative hearings in the uncontested making or 
revising of food standards; and in its application to their improving 
revision it will significantly expedite food progress. This amendment 
incidentally raises the question whether it will promote an undue 
extension of food standards; and both administrative and industrial 
care must be taken that it does not. I should add that the food stand- 
ards procedure under this Act has been further improved by a revision 
of the official policy regulation, granting temporary permits to vary 
from identity standards. That regulation originally approved only a 
variation involving the addition of a new ingredient; whereas it now 
broadly sanctions any beneficial variation. Hence it will thus also 
significantly expedite food progress, pending a standard revision that 
validates it. And I take this occasion to note the following comments 
on the food standards law of this Act. The first comment is that it 
will probably be used to promulgate identity standards for dietary 
food supplements. The question of these standards is now before the 
Food and Nutrition Board of the National Research Council, for ad 
vice to the FDA; a favorable advice is indicated; but it reportedly 
cannot be expected until November, at the earliest. The second com- 
ment is a personal one, It is that in my opinion both identity and 
quality food standards under this Act would be better made on a 


democratic scientific instead of an imposed government basis, from the 


standpoint of basic policy; as in the case of drugs. But however sound 


that opinion may be, it has no more than an academic interest ; because 
the food standards law of this Act is undoubtedly a permanent one. 


6 

“The third trend is an FDA enforcement of the 1938 Act by extra- 
neous means, which it does not specify. I refer to a prayer for price 
restitution to purchasers of an article found violating this Act, in an 
injunction enforcement proceeding under section 302(a) of it; and to 
its enforcement by a search warrant procedure and through a grand 
jury investigation, which are ordinarily valid but may present legal 
difficulties. The latter enforcement has been used in several important 
cases under this Act; its increased use may be expected, in the long 
view; and the FDA has also routinely employed state (including 
municipal) cooperation for a local embargo of products alleged to 
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violate this Act, in order thus to facilitate its enforcement against 
them. I should here recall the announcement by the Commissioner of 
Food and Drugs that the FDA will enforce the prescription drug 
amendment of this Act by a search warrant procedure, where neces- 
sary to prosecute a serious health violation of it ; and if evidence of the 
violation cannot be secured under its revised factory inspection law. 
While this enforcement is in the public interest its legality will doubt 
less be challenged on the ground that in enacting such law Congress 
defeated a proposal for its search warrant enforcement, by an over- 
whelming House vote; and it then decided (as the House report and 
debate show) that this enforcement is contrary to the law's intended 


operation. 


‘But the trend before us is mainly important in its foregoing 
application to a price restitution enforcement of the 1938 Act. For it 
raises a question which is legally new; and one that manifestly has 
great importance, from both a policy and an industrial standpoint. The 
history of this trend is as follows: an FDA prayer for a price restitu- 
tion enforcement of the Act was first made in the 1950 injunction 
proceeding against Mytinger and Casselberry et al., instituted in the 
United States District Court for the Southern District of California 
at Los Angeles; but it was settled by a consent decree, which con 
tained no price restitution order. The second and only other FDA 
prayer for this order was made in the injunction proceeding against 
Parkinson et al., now pending before the same Court; which charges a 
serious violation of this Act, with respect to sex rejuvenation drugs. 
Hence it is a test case that will probably decide this year or next, 
whether a price restitution order in that proceeding is valid. As to this 
question it suffices now to add: section 302(a), which sanctions an 
injunction proceeding for enforcing this Act, does not directly or 
indirectly authorize such an order. For that section only empowers 
the district courts of the United States to restrain violations of this 
Act; and there is nothing in its legislative history to show that Con- 
gress intended such power to include a price restitution order. Hence 
if there is legal authority for such an order, it must be found outside 
this Act and in the courts’ general equity power; and its use to con- 
firm this authority would be a judicial challenge and usurpation of 
the exclusive power given Congress to enact the legislation of this Act, 
in my opinion. But let us assume that notwithstanding what I have 


just said the Parkinson case decides that a price enforcement of this 
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Act is valid in an injunction proceeding under it, then the question of 
its policy should be immediately reviewed by Congress. 


“The fourth trend is a growing FDA disposition to transform the 
1938 Act into a government permission control one, to a basic extent. 
This trend should be approached from the standpoint that the Act has 
been designed, since its 1906 inception, to express the legislative phil 
osophy of free institutions in their application to private industry. It 
is the philosophy of objectively regulating the conduct of such indus- 
try as required by the public interest, to prevent what is injuriously 
wrong and to command what is beneficially right; whereby its mem- 
bers are otherwise normally left free to achieve the economic success 
won in a competitive order, by their individual business efficiency and 
public service. An exception to this philosophy, for the substitution 
of a government permission control over private industry, is only justi- 
fied to the extent it is unavoidably essential to assure the public safety. 
This exception has measurably entered the food and drug law, where 
it is necessary to safeguard the public health. For example: we find 
it in the advance government inspection laws, relating to milk and 
meat; in the advance government license laws, pertaining to biologic 
and narcotic drugs; and in the advance government registration laws, 
applying to pharmacists. 

“But we are here mainly interested in the fact that this exception 
has importantly penetrated the major Federal Food, Drug, and Cos 
metic Act of 1938; and that the trend is for its progressive increase 
there. The exception originally entered this Act when it was enacted, 
through its new drug law recommended by the FDA and caused by 
the elixir sulfanilamide tragedy. It is a law that prohibits interstate 
commerce in significant new drugs, unless (1) their safety has been 
scientifically established by laboratory and clinical pretesting ; and (2) 
its adequacy has been confirmed by the FDA. A negative administra- 
tive order is made after a hearing, if desired; and it is then subject to 
a court review, wherein the administrative findings of fact are conclu- 
sive if supported by substantial evidence. The form of this law 


received little discussion when it was enacted, because of its emergency 


protective need; and there is a question whether it would be enacted 


in the same form today, in both its administrative and judicial parts 


(Continued on page 429) 

















The Federal Food, Drug, and Cosmetic Act 


from the Viewpoint 


of the United States Attorney 


By LAUGHLIN R. WATERS 


The Writer, Who Is United States Attorney for the Southern Dis- 
trict of California, Delivered This Address Before the Public Con- 
ference on the Food and Drug Law Held in Los Angeles May 15 


HE FOOD AND DRUG LAWS affect the welfare of every person 

in the country at three highly sensitive points—his health, his pock- 
etbook and his aesthetic sensibilities. It should be a great comfort to 
the consumer that agencies of the federal and state governments are 
constantly on the job to safeguard our food, drug and cosmetic sup- 
plies and to prevent misleading representations for those commodi- 
ties; nor should we overlook the tremendous efforts continually being 
made by most producers of these articles to offer the American public 
the finest foods, drugs and cosmetics in the world. 

Other speakers on this platform will probably dwell in greater 
detail upon the challenging objectives of the food and drug laws, and 
the techniques for fair and efficient enforcement that have been pains 
takingly worked out through decades of administrative experience. | 
shall confine my remarks to the part played by the United States 
Attorney’s office in food and drug litigation. 

However, first let me note the obvious, which I feel will bear fre- 
quent repetition. The efforts of government alone are inadequate to 
protect the consumer. Each consumer who buys food, drugs, devices 
and cosmetics must be the primary guardian of his own interests. He 
should learn to read the label carefully and to be on guard against the 
-slick pitch designed to separate him from his funds. Government in- 
spectors cannot be everywhere to shield the consumer from the un- 
scrupulous, the unprincipled and the avaricious. Also, as the lawyers 
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present well know, even when litigation is commenced against prod- 
ucts which violate the food and drug law, years may elapse before 
every judicial nook and cranny has been explored by resourceful coun- 
sel—so I say, “Consumer, be wary.” 

The function of the United States Attorney in food and drug liti- 
gation is to act as attorney for the Department of Health, Education, 
and Welfare in presenting cases involving enforcement of the Act 
before the United States federal courts. 

The Food and Drug Administration, which is a part of the De- 
partment of Health, Education, and Welfare, determines tq its own 
satisfaction through its field offices and representatives that there has 
been a violation of the Food, Drug, and Cosmetic Act of 1938. by cer- 
tain persons, and decides to seek court action. This decision is made 
by the Food and Drug Administration after a thorough investigation 
of all the facts in the case. 


In many areas of federal law enforcement with which we are fa- 
miliar, the administrative agencies themselves make a quasi-judicial 
determination that certain acts or certain articles are being used in 
violation of law. These quasi-judicial decisions are made initially 


without the intervention of the federal courts, which possess only a 
power of review defined by law. Examples of this administrative pro- 
cedure are the issuance of orders of the Federal Trade Commission 
and fraud orders of the Post Office Department. When Congress 
enacted the food and drug Act of 1938, it placed all responsibility 
with the United States courts for the decision as to whether someone 
was guilty or some article was infringing the law. The Food and 
Drug Administration issues no orders adjudging an individual guilty 
of any violation of the Act. Neither does it adjudge a product subject 
to seizure. In order to enforce the Act, either civil or criminal pro- 
ceedings must be brought in our United States district courts. 

Under these circumstances, the relation between the office of the 
United States Attorney and the Food and Drug Administration is a 
close one. All cases involving seizure—that is to say, libels for con- 
demnation—and criminal cases—except those involving undecided or 
important questions of law or policy—are referred directly to the appro- 
priate local United States Attorney by the Department of Health, - 
Education, and Welfare. All injunction cases are referred by the De- 
partment of Health, Education, and Welfare to the Department of 
Justice, which considers them in Washington, and which then may 
refer them to the appropriate United States Attorney to bring suit 
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upon the proposed injunction. This screening process is designed to 
insure that those cases which reach the courts are of material impor- 
tance to the public and within the scope of the law. Occasionally, 
where quick action is required to protect the public health, the field 
offices of the Food and Drug Administration may directly request the 
United States Attorney to take appropriate measures. 

We possess three potential weapons against those who violate the 
Act. These weapons are (1) seizure, (2) criminal sanctions and (3) in- 
junctions. The Food and Drug Administration, which has its own staff 
of excellent attorneys, makes the initial determination as to which 
sanction it will recommend. The United States Attorney and the De- 
partment of Justice may disagree with these recommendations, and in 
such cases the matter is worked out to our mutual satisfaction. The 
ultimate decision is with the United States Attorney and the Depart- 


ment of Justice. 
Seizure Cases 


Seizure cases comprise about 85 per cent of all the actions brought. 
These are actions in which we bring a libel against the offending article 
itself. We have read about cases bearing such titles as U. S. v. 100 Bot- 
tles of Molasses. These cases are in rem actions in which the court is 
asked to condemn certain articles which have been seized by the 
United States Marshal. In instances where no one contests these 
actions, the articles seized are thereafter condemned by the court. 
If the owner wishes to do so, he may intervene in the action, after which 
the matter becomes a contested case and is tried in the courts much 
the same as any other civil case. 

If the government convinces the court by a preponderance of evi- 
dence that the goods which have been seized are adulterated or 
misbranded within the definitions of the act, then the court decrees 
condemnation of the goods. This is usually a sufficient remedy, since 
it penalizes the owner to the extent that he forfeits the offending goods 
and it affords protection to the consumer by removing the goods from 
the channels of commerce. 

There are certain types of cases where the violation of the Act has 
been flagrant, or where there has been a history of violations by the 
offending party. Coupled with these factors may be the consideration 
that a seizure of offending goods may not be severe enough a deterrent 
to the erring manufacturer or shipper to cause him to cease such con- 
duct. In these instances consideration is given to bringing a criminal 








PAGE 398 FOOD DRUG COSMETIC LAW JOURNAL—JULY, 1954 


action against the offender. In some cases the fear of a fine may be 


sufficient to deter a prospective law violator. In other instances, the 
prospect of publicity and of a prison sentence suffice to deter those 
who may “contemplate” violating the provisions of the Act of 1938. 
Congress has afforded an interesting mode of protection to those 
against whom criminal action is contemplated. If the Food and Drug 
Administration decides to proceed with criminal action, it is required 
to offer to the offender the opportunity for a hearing before criminal 
proceedings are actually instituted. This gives the supposed offender 
a chance to present his side of the case and to persuade the Food and 
Drug Administration that an action so drastic as criminal proceedings 
is not warranted under the circumstances. No one has to respond to 
a notice of such a hearing. But the wise person will take advantage of 
this opportunity to appear and try to show either that he has not vio- 
lated the law or that he has taken every possible step to avoid future 
violations. This procedure is a legitimate and wholesome means of 


attempting to stop a prosecution before it starts. 


Criminal Intent 


The usual type of crime on our statute books requires the govern- 
ment to prove a criminal intent upon the part of the law violator before 
the courts may convict the person of any violation. The Act of 1938 
does not require establishment of a criminal intent in order to obtain 
a conviction. This factor makes the role of the prosecutor much 
easier. The reason why Congress did not require intent as an element 
of crime under the food and drug Act is that the protection of the 
public requires that a high degree of responsibility be placed upon 
those who deal with food, drugs and cosmetics. The statute provides 
greater penalties for offenses in which there is intent on the part of the 
law violator than for those offenses in which intent plays no part. The 
fact that intent is no element of the offense places a weighty duty upon 
the United States Attorney. If we were to seek criminal indictments 
against a large number of those who violate the Act unintentionally, we 
would be doing a severe injustice to minor violators. At the same time, 
we would be engendering in the minds of industry and the public grave 
doubts concerning the punishment meted out by the Act of 1938. Is 
there a line which can be drawn which will serve to protect the public, 
yet afford justice to the individual? I think so. Ina case where all 
the other elements are present which would point toward criminal 
prosecution, I would be inclined to prosecute in those instances in which 
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the violator sought to avoid his responsibility to the public by a wilful 
indifference to the nature of his violation, particularly in those in- 
stances where harm to the public could ensue. A manufacturer may 
not discharge his obligation to the consumer by being wilfully indif- 
ferent to the measures of sanitation which are being employed in his 
plant. In cases in which the manufacturer has only been careless, | 
feel that a civil action usually may accomplish the needed protection to 


the public. 


Injunction an Extraordinary Remedy 


The rarest of remedies invoked is that of seeking an injunction 
against the offender. The advantage to the government of obtaining 
an injunction is that a great deal can be accomplished to prevent goods 


from being poured into interstate commerce. There is no necessity of 
bringing multiple-seizure actions against the offending goods, and we 
can strike at the source of supply if an effective injunction is obtained. 
The injunction is a powerful weapon that is often feared by a potential 
violator more than any other sanction. Once an injunction has been 
granted, the court retains jurisdiction to consider future violations of 
such injunction—yet the offender retains the right of trial by jury for 
criminal contempts. It is rare, indeed, that there is any necessity for 
further action against the violator by way of criminal contempt. Once 
an injunction is secured, there is usually full compliance upon the part 
of the enjoined party. Because the injunction is an extraordinary 
remedy, we do not seek its application promiscuously, but only in cases 
in which it seems to be required. 

The government has sought on one or two occasions to apply another 
remedy. Let us suppose that a promoter conducts a large, whirlwind 
advertising campaign involving false and misleading advertising, and 
that this campaign has resulted in a large measure of financial success 
to the promoter and, consequently, a bilking of the public of the amounts 
they have paid for the article sold to them. What should be done to 
protect the public in such an instance? If we bring a series of libel 
actions, this may result in seizure of shipments of low value after the 
manufacturer has reaped great gain, and thus may be of little deter 
rent value. We may be locking the barn door after the horse has been 
stolen. We may consider criminal prosecution—yet punishment by 
fine or imprisonment, or both, will not restore to the public the sums 
extracted from them. In one or two instances, the Food and Drug 


Administration has sought the extraordinary remedy of restitution 
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against the erring party. The courts have been requested to compel 
the manufacturer or distributor to restore to the consumer the amount 
of his purchase. This remedy would hit the promoter right in his 
pocketbook and give a high degree of protection to the public. There 
is disagreement in legal circles as to whether the courts have power to 
grant restitution-under the Act of 1938. The question has been raised 
in a drug case in the federal court here in Los Angeles and is still pending. 


Attorney's Role in Protecting Public 

Let us take a look at an interesting case that was tried in our 
office, several years ago, as an example of the work of the Food and 
Drug Administration and the role of the United States Attorney in 
protecting the public. According to a Hollywood chiropractor who 
sponsored a certain “black box,” this was a contraption capable of cur- 
ing cancer, kidney and bladder complications, loss of speech, fibrous 
adhesions in the brain, and a fabulous list of ailments ranging from 
simple to serious maladies. All that was necessary was a drop of the 
patient’s blood. 

When an engineer of the Federal Communications Commission 
opened the box, he discovered that it contained no electrical or elec- 
tronic circuit of any sort, or any other source of known motive force. 
It does not seem possible in the world of today that such a device would 
be foisted on the public, and would achieve the financial success and back- 
ing which this one had. The mother of a prominent movie actor and 
the then president of the Los Angeles Board of Education testified on 
behalf of the defendant, but the defendant was convicted after a two- 


week trial. 


Harm Extending Beyond Mere Sale of Worthless Device 


The harm to the public caused by these devices was not confined 
merely to the sale of a worthless article. The tragic part of this story 
is that a woman in Illinois who was suffering from cancer believed the 
claims that were made for the box, and used it for treatment starting 
in 1948. In 1951, when the government’s case against the person spon- 
soring the boxes was brought before the United States District Court 
in Los Angeles, this cancer victim, still clinging feebly to life, was too 
ill to testify or to travel at all. She died in 1952—cause “carcinoma- 
tosis—four years.” 
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Protection of the public from the effects of adulteration or mis- 
branding has been a responsibility of government that antedates the 
founding of our republic. Even the Magna Charta in 1215 provided: 
“There shall be one measure of wine throughout all our kingdom, and 
one measure of ale.” Our punishments of today are not as severe as 
that inflicted upon a fifteenth-century German vintner who falsified 
his wine and, as punishment, was forced to drink six quarts of his own 
vintage. He died soon after. 


In comparing our laws of today with those of earlier times, I am 
amused at a bill which I am told was introduced in the British Parlia- 
ment in 1770. The proposed statute went something like this: 

That all women, of whatever age, rank, profession, or degree, whether 
virgins, maids or widow, that shall from and after such Act, impose upon, seduce 
and betray into matrimony any of His Majesty’s subjects by the scents, paints, 
cosmetic washes, artificial teeth, false hair, Spanish wool, iron stays, hoops, high- 
heeled shoes, or bolstered hips, shall incur the penalty of the law in force against 
witchcraft and like misdemeanors and that the marriage, upon conviction, shall 
stand null and void. 

I don’t think that the women of this state would permit our Cali- 
fornia legislature to enact such a statute to protect men from the ad- 
vantages which the cosmetics industry has given to the fair sex. 


Contamination and Adulteration Cases 


Let us consider some types of violation in which the United 
States Attorney is called upon to bring an action in the federal courts. 
Cases involving food contamination are rather common. In 1952, some 
two million pounds of contaminated sugar were seized on one occa- 
sion. The sugar had been standing at a wharf, inside a shed, for the 
previous eight months. While the sugar stacks had been covered on 


top to protect the sugar from birds, no measures had been taken to 
protect it from wharf rats, which had burrowed through. The sugar 
was seized shortly before it was to have been shipped to a candy factory. 


Economic adulteration is another field in which we are called upon 
to take action. In the past, cocoa has been “stretched” with flour 
Oysters have been found to be “watered.” By this device, a packer 
proceeded to repack oysters with the aid of ordinary tap water. After 
this reprocessing, he was able to sell 10 pints of oysters from each gal- 
lon that he processed, for a 25 per cent profit over and above that to 
which he should have been entitled at the market price. Not only cus- 
tomers, but his competitors would be the losers. 
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Watering, of course, is a favorite method of adulteration. Products 
such as milk, wine and tomato juice lend themselves very easily to 
watering. But the resourceful chiseler keeps abreast with techno- 
logical developments. Some of you no doubt have heard of the frozen 
Thanksgiving turkeys which a packer had injected with substantial 
amounts of water before freezing. Frozen water sold at the price of 
turkey can be profitable unless the Food and Drug Administration ts 
on the alert. 


Obviously, the government has a responsibility to entire indus- 
tries to see that the Act its enforced fairly and equitably. If we allow 
certain violators to operate with impunity, that is unfair to those mem- 
bers of the industry who desire to conduct their businesses in accordance 
with the Act and principles of fair dealing, for by inaction we would 


allow the law violator an unfair competitive advantage. 


Public, Industry and Court Support of Act 


I believe that the Act of 1938, as amended through Congressional 
experience, is wise legislation. It has received the support of the pub 


lic and the vast majority of the various industries which are affected, 
and it has been administered by the Food and Drug Administration 
intelligently and with discretion. With good reason, the law has had 
a favorable reception in the federal courts. Actual trials often involve 
fascinating and complex problems in chemistry, medicine and physics, 
as well as ingenious schemes to defraud the public. My staff and | 
are impressed with the diligent and forceful work done by the Food 
and Drug Administration in assisting us to prepare for trial. 

One of the few drawbacks of my position as United States Attor 
ney for this district is that the food and drug cases brought to my 
attention involve violations of law such as those I have discussed, and 
I do not have contact in the enforcement and administration of the 
Act with the great majority of the manufacturers of food, drugs, 
devices and cosmetics who obey the provisions of the law to the best 
of their ability and who do a very fine job in discharging their obliga- 
tions to the public. The Food and Drug Administration, I know, will 
assist you in working out any of your problems. If my office can be of 
any aid to you in the problems you may encounter withthe enforce 
ment of the Act, we stand ready at all times to serve you. [The End] 











Uniformity Within the Framework 
of Existing Laws 


By MICHAEL F. MARKEL 


The Writer Discussed This Problem at Des Moines, lowa, in 
May, 1954, at the Fifty-eighth Annual Conference of the 
Association of Food and Drug Officials of the United States 


AM HONORED, and consider it a great privilege, to have been 

afforded this opportunity to appear before this group to discuss a 
question of vital concern to everyone who, in one capacity or another, 
has to do with the production, manufacture and distribution of foods, 
drugs and cosmetics. The question is that of certain lack of uniformity 
among the several jurisdictions in the regulatory requirements per- 
taining to the production, manufacture and distribution of these com- 
modities. I shall undertake to stress that phase of this problem which 
I consider particularly appropriate for discussion before, and consid- 
eration by, this group—and shall endeavor to do this from the stand- 
point of the regulated industry. Should my observations be critical in 
parts, please accept such criticisms as an earnest effort to consider 
resolution of a problem in which the basic interests of this group and 


those of the regulated industry are identical. 


By way of justifying my acceptance of your kind invitation to 
speak on the subject which I have selected, I should explain that, of 
all the legal problems which come up for debate at the various meet 
ings of the food and drug lawyers, this question of uniformity in 
regulatory requirements is probably raised most frequently and, | 
might add, is found most frustrating to the lawyers. The clients 
demand “yes” or “no” answers from them on regulatory questions 
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across the Nation, and the harassed lawyers can, at best, come up 
only with answers which include all sorts of “ifs” and “buts,” because 
of diverse treatment of similar situations by the regulatory officials of 
the several jurisdictions, As chairman of the committee on uniform 
state laws of the organized food and drug bar, I probably hear most of 
the complaints and I participate in many of the discussions of this 
question. While I am not appearing here in the capacity of chairman 
of that committee, I do speak on the basis of what I have learned in 


that position, in addition to my personal experiences. 


Since my discussion may appear to be in the nature of preaching, 


I have considered it desirable to select an appropriate text. Further- 
more, I have a selfish motive for casting this talk in the form of a 
sermon, because, as you know, no one talks back to a preacher, how- 


ever controversial his sermon topic. 


I have chosen for my text the stated object of your association as 
recorded in Article II of your constitution. This article provides: 

The object of this Association is to promote and foster the enactment of 
uniform laws and the enforcement of all laws effective for the protection of the 
public health and prevention of fraud and deception in the production, manu- 
facture, distribution, and sale of foods, drugs, cosmetics and therapeutic devices, 
to secure the adoption of uniform administrative procedure, and to encourage coopera- 
tion with respect to the enforcement of federal, state, district, county, and municipal 
laws and regulations. 

A reading of these provisions from your constitution leaves one 
with a feeling that any discussion of the subject of uniform laws, and 
their administration, before this group is like carrying coals to New- 
castle. All of the members of your association are dedicated to that 
cause. However, I suppose it is not amiss to suggest that regulatory 
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officials, like officials in all fields of endeavor, may derive some benefit 
from any discussion which serves to measure actual performance by 
the yardstick of stated objectives with a view to determining extent 
of realization of objective and, if there be a deficiency, to suggest 
means for its fuller realization. I shall endeavor to do just that. 


The first of these stated objectives—namely, promotion and fos- 
tering enactment of uniform laws—requires no discussion before this 
group. It is not that uniform laws are not essential to achieving 
maximum uniformity of regulation. They are! Indeed, legislative uni- 
formity on many points is indispensable to achieving that objective. 
There should be no letup in the drive to secure passage of the uniform 
food, drug, and cosmetic bill in every jurisdiction. However, questions 
of uniform legislation are more appropriately discussed before and by 
those who legislate. Members of your association should, by all means, 
participate in all endeavors calculated ‘to promote uniform legislation 
and furnish the needed leadership to insure proper and adequate infor- 
mation to the legislators. This organization is to be congratulated on 
the fine job it has done, and is doing, in this respect. However, legisla- 
tion is not your ultimate responsibility. 


Responsibility for Administration and Enforcement 

The several members of your association are charged with the 
administration and enforcement of such laws as are passed. Therefore, 
the question of achieving the second stated objective in your constitu- 
tion is the responsibility of your association and its members above, 
if not to the exclusion of, all others. It is for this reason that this is 
the most appropriate, if not the only, forum where any complaints by 
the regulated industry of lack of uniformity in administration and 
enforcement within the framework of existing legislation should be 
aired and debated. 


In considering the second stated objective it should be noted first 
of all that the laws contemplated by your constitution are “consumer 
laws.” They are calculated to protect the consumers’ health and 
pocketbooks. Their ultimate and sole objective is to insure safety, 
purity and honesty of the regulated products wherever and to whom- 
ever these means of livelihood may be sold. Ail consumers, wherever 
they may reside, are entitled to the benefit of highest standards in 
production and distribution practically feasible to insure these objec- 
tives. The regulated industry gladly accepts this premise. Responsible 
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members of the regulated industry have always recognized that what 
is best for the consumer is best for their business. High standards of 
administration to insure protection of consumers’ health and pocket- 
books will not only serve to promote consumer confidence in the regu- 
lated commodities in the market place, but will also serve to promote 
fair methods of competition among the members of the regulated 
industry. Both are essential to a healthy and prosperous business. 


Nationally Common Interests of Consumers 

Once these basic premises are accepted, and I think all concerned 
do accept them, there should be no longer any occasion, under any 
conditions, to single out one particular group of consumers in some 
particular part of the country either to raise or lower generally ac- 
cepted standards on the basis of any local considerations. If these 
basic concepts are sound, and I say they are, then one may suggest 
that what is good for consumers of the West is also good for those of 
the East, of the North and of the South. What is deemed reasonable 
restraint in one part of the country is equally reasonable in every other 
part of the country. This is so because, under present-day methods of 
distribution and of dissemination of information in regard to the 
regulated commodities, consumer interests, hopes, expectations, likes 
and dislikes are as uniform as human desires can be, human nature 
being what it is. Indeed, one may suggest that greater uniformity 
exists among consumers in these respects than in the administration of 
the laws calculated to insure realization of these consumer interests. 
In short, it is most difficult to understand why such nationally common 
consumer interests cannot be adequately protected everywhere not 
only by a uniform /egislative approach, but also a uniform administra- 
tive approach in all jurisdictions. Indeed, the former is of little value 
without the latter. 


There comes to mind one explanation for lack of uniformity not 
infrequently encountered. It seems that frequently, when one juris- 
diction is out of step with the majority, the underlying reason is not a 
consideration of the consumer interests but rather considerations of 
some local interests which bear little, if any, relation to the indicated 
consumer interests. For example, I have in my file a letter from a state 
official explaining the state’s refusal to adopt a policy consistent with 
what has been adopted by virtually every other state by the fact that a 
certain producing industry of his state has always opposed the pro- 
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posed action. In this particular instance, lack of uniformity resulted 
from the fact that the basic objective of the law was lost sight of 
under the pressure of some local—no doubt minor, but vocal—industry 
group. 


That kind of philosophy should be rejected by those of you who 
are entrusted with the enforcement of food, drug and cosmetic laws 
unless and until you are firmly held to it by legislation so specific that 
you cannot find a way around it. A firm resistance to that kind of 
pressure, to the extent possible under existing laws, would not only 
serve the best interests of consumers by keeping them abreast of con- 
sumer interests and privileges everywhere, but would, incidentally, 
serve to promote fair methods of competition. Such resistance should 
be reflected in the administration and enforcement of the law to the 
greatest possible extent. Such action would be wholly consistent with 
your entrusted responsibility to seek protection of consumers’ health 
and pocketbooks. 


Lack of Uniformity in Determination of Basic Policy 


However, considerations which bear little, if any, relation to the 
objectives of food, drug and cosmetic laws are not the only source of 
lack of uniformity. Lack of uniformity is often attributable to differ- 
ences in basic administrative philosophy and policy in interpretation 
and enforcement of similar laws. Basically, all questions of enforce- 
ment—irrespective of the details of the statutory requirements 
divide themselves into three categories, namely, adulteration, mis 
branding and product integrity. I shall assume, if I may, that I have 
made out at least a fair case in support of the premise that consumer 
interests in these respects are the same everywhere in the land. If that 
be so, then there certainly should not be any occasion for lack of 
uniformity in determining basic questions 6f adulteration, misbrand 
ing and product honesty—yet there are many who complain bitterly 
that such is the fact. 


Time limitation will not allow submission of a bill of particulars 
at this time, nor is this necessary for present purposes. I mean pri 
marily to report the fact of such complaints and the further fact that 
they are quite general. If there be any serious disagreement as to their 
justification, then perhaps we should get at the details via a “put up 
or shut up” discussion by a paneloconsisting of members of your 
organization and members of industry representatives. This sugges- 
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tion might have as its drawback the reluctance on the part of industry 
representatives to discuss their particular experiences with particular 
products before those who, from their viewpoint, have given them 
trouble. Such resistance would be attributable, in the main, to the 
fact that most of them have not had the opportunity to come to know 
you gentlemen as the reasonable and good fellows which you are, who 
do not in the least mind a toe-to-toe debate, as long as it is both sincere 
and honest. However, I shall, nevertheless, leave the question of par- 
ticulars with this suggestion. 


Lack of Uniformity in Certain Details 

Frequently there is substantial uniformity with respect to basic 
policy, but there is a lack of uniformity in some of the details. For 
example, a recent survey of state requirements w th respect to a par 
ticular food ingredient revealed that one state requires a warning 
against likely diarrhea from overconsumption of this substance; an- 
other is content to leave its citizens to their own experiences in this 
regard, but requires a crepe label statement and specifies a minimum- 
point type for this label legend; still another, apparently sympathetic 
with the general industry belief that uniform and attractive labels are 
essential, does not require a similar crepe on the label, but requires 
that such a legend be prominently displayed on the counters of retail 
outlets where such foods are sold. There are other differences, but 
these will suffice to illustrate the point. 

The fact is that there does exist, or at least is generally believed 
to exist, a lack of uniformity in the treatment of questions of adultera- 
tion, misbranding and food honesty, attributable not to differences in 
requirements of existing laws, but rather to differences in basic phil- 
osophy in administrative approach and enforcement among the several 
administrators of existing laws. It is submitted that much greater 
uniformity can be achieved without depriving any consumers, wher- 
ever they may reside, of the protection contemplated by the applicable 
laws, if the same or similar questions under like or similar laws are 
resolved by application of common criteria. Therefore, the several 
administrative officials should strive to adopt uniformity of basic 
philosophy and approach with regard to adulteration, misbranding, 
and economic integrity of foods. If this is accomplished, uniformity is 
bound to follow because the basic provisions of the several laws dealing 
with these basic areas of consumer interests are substantially the same 
in all jurisdictions. 
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Assuming that I have made some kind of a case for urging uni- 
formity in administrative thinking and planning in the practical en- 
forcement of the respective laws, then this consideration leads us to 
the next and rather delicate question. Such uniformity would mean 
that the administrators of these laws are in agreement among them- 
selves with respect to a certain designated standard of conduct. How- 
ever, whence that standard? Where would you begin? 


As a practical matter, the producers and distributors of the regu- 
lated commodities are required to begin to settle their problem with 
the federal officials because, of necessity, they have first to qualify 
their goods for shipment in interstate commerce. It will do them 
little good to know and to comply with the laws of the several states 
if they cannot ship their wares across state lines. It would seem, 
therefore, that the practicality of the situation suggests that federa! 
requirements be considered first. 


Please do not misunderstand me. It is by no means intended to 
suggest here that the administrators of the state laws be relegated to 
the position of so many Charlie McCarthys who would be expected 
to echo the pronouncements emanating from Washington. On the 
contrary, it is the thought that they have a more effective voice in the 
common resolution of common questions. The suggestion of uni 


formity in administrative approach, as indicated, rests on the funda- 
mental premise that all such questions be resolved by providing the 
highest standard of consumer protection reasonably compatible with 
practical and generally accepted manufacturing practices. Should 
federal officials be too lax in fixing standards under their laws, state 
officials should, by all means, challenge their action vigorously and 
come forward with all available evidence proving their charge. The 


converse should also be true. 


Resolution of Problems 


The point desired to be underscored is that there should be a 
common resolution of these questions between the disagreeing parties. 
This is of utmost importance from the standpoint of the regulated 
industry. In the absence of such resolution of common problems, inno- 
cent bystanders—members of the regulated industry—find themselves 
whipsawed between the two disagreeing parties. I daresay that almost 
every member of the regulated industry would far rather take a little 
“stiffer” regulation and know that his regulatory problems were 
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thereby resolved throughout the country than to operate under more 
lenient regulations with all sorts of additional and different require- 
ments in various local jurisdictions of the country. He does not relish 
a role of trying to arbitrate between disagreeing regulatory officials as 
to what is best for consumers. 


This, then, brings us to a consideration of practical means whereby 
the disagreeing parties may resolve these issues without placing the 
regulated industry in the middle. The Association of American Feed 
Control Officials provides an excellent illustration of the ultimate end 
for which I am groping. No doubt most of you present are familiar 
with the administrative setup of that association, since most of you 


are, no doubt, also members of that organization. Those of you who 
are must then be familiar with the liaison established by that organiza- 
tion with the several government agencies, particularly the Depart- 
ment of Agriculture, the Food and Drug Administration and the 
Federal Trade Commission. I can best tell about this by giving you 


an example from my own experience of the practical operation of this 


kind of administrative setup. 


Illustrative Controversy and Its Solution 

A question of proper branding had arisen under the Federal Food, 
Drug, and Cosmetic Act in connection with feed distributed on a 
national basis. The product involved had been seized as misbranded. 
The first step in settling the controversy was to take the seized pro- 
duct down under bond and then work out labels and labeling which 
the Food and Drug Administration was willing to recommend to the 
court as suitable for relabeling the product. Labels and labeling were 
revised after preliminary discussions. The revised material was then 
submitted to the Food and Drug Administration and to the executive 
secretary of the American Feed Control Officials for review and 
criticism. After a conference between these officials, the manufacturer 
was heard at an informal conference where the views of both of these 
agencies were the subject of further discussion. From this came a label 


and labeling acceptable to all concerned. 


When the product was presented for registration under this new 
label and labeling, a number of state officials raised questions. Of in- 
terest, as well as of some pertinence here, is the fact that the several 
officials did not raise the same questions. Each one had a slightly 
different slant on what was the correct branding. It was of the great- 
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est value to the manufacturer who had innocently overstepped the 
bounds in the first place to be able to refer these officials to the secre- 
tary of the American Feed Control Officials for confirmation of the 
fact that the product was branded in a manner consistent with what 
was believed to*be the requirement of both federal and state laws in 
the opinion of the federal officials and of that of the Association of 
American Feed Control Officials. The suggested inquiry resulted in 
the acceptance and registration of the product in every instance. This 
organization and the related experience has been referred to merely 
as an example of what this group might be able to accomplish by a 
similar liaison with federal agencies and among themselves. 


Suggestion for Liaison Committee 

It is suggested, therefore, with all modesty and with no pretense 
of really preaching, that very serious consideration be given by you 
to organizing a committee sufficiently large as to be representative of 
the state regulatory officials as a whole, yet small enough to be work- 
able, the function of which should be to maintain a close liaison with 
the federal agencies and the several state officials. It is the thought 
that members of such a committee should participate actively in 
deliberation of questions of basic policy by federal officials, as well as 


in deliberations on specific questions which involve novel and basic 
decisions. While I have not conferred with top federal officials on the 
feasibility of this suggestion from their standpoint, I do feel that they 
would react favorably and would welcome such a more direct liaison 


with a single body speaking for the several state officials. 


This suggestion is not intended as a criticism of anyone. Indeed, 
I single out for particular commendation Mr. Queen of the Food and 
Drug Administration who, all will agree, has done an excellent job of 
maintaining liaison with state officials to the end that the greatest 
possible uniformity of administrative action may be achieved. How- 
ever, under the present arrangement, he has to deal with 48 persons. 
The success to date under this setup serves merely as an incentive 
that the same concept be expanded toa point where the regulated 
industry may be able to settle its regulatory problems with a national 
scope at a single focal point. 

Such a liaison by an active and effective committee of this organ- 
ization would serve (1) to achieve more substantial uniformity within 
the framework of existing legislation ; (2) to provide a forum in which 
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differences between officials could be resolved without putting the 
innocent bystander, the regulated industry, in the middle; and (3) to 
promote eventual adoption of the uniform food, drug and cosmetic 


bill by every state. 


Offer of Assistance 

I commend these suggestions to your earnest consideration. If 
the organized food and drug bar can be of any assistance to you in 
resolving this or any other problem, please feel free to call on us. I 
can extend this offer of assistance authoritatively, and in my official 
capacity, because our group, too, is dedicated to the cause of uniform- 
ity in regulating “the production, manufacture, distribution, and sale 
of foods, drugs, cosmetics and therapeutic devices.” [The End] 


¢ FDA REPORT FOR MAY °* 


Ten consignments of coffee and three of unfit coffee by-products 
destined for use in ground coffee have been seized.to protect consumers 
against firms taking illegal advantage of the current high coffee market, 
the Food and Drug Administration announced in its monthly report, 
released June 25, 1954. In a comprehensive survey of the coffee situa- 
tion, FDA inspectors found that some firms had supplies of chickpeas 
(garbanzos) too conveniently near their coffee roasters and grinders. 
Not only would use of this adulterant cheapen the coffee, but the chick- 
peas were badly infested with insects. The inspections were followed 
by laboratory examination of coffee shipped by these firms, and lots 
containing chickpeas and insect parts were seized. 

The chickpeas had been imported for canning purposes, but 100,000 
pounds were diverted to coffee roasters when the canner returned them 
to the dealer because of their condition. Five seizures were made of 
these chickpeas in possession of coffee firms and suppliers in the East 
and the Middle West. 

Other adulterants found in the seized coffee were spent coffee 
grounds, barley, chicory and soybeans. The packages were labeled 
“superior quality,” “100% fresh roasted coffee,” etc 

Three shipments of by-products of soluble coffee processing wer« 
seized in Brooklyn warehouses where they were stored to the account of 
a public roaster. One consisted of soluble coffee sweeps easily identi- 
fied by the brush fibers, plaster, waxed paper, match sticks and other 
filth present. The other two were coffee chaff and coffee dust containing 
insects and insect parts. A great majority of the soluble coffee manu- 
facturers dispose of spent grounds as garbage or fuel, according to 
FDA, and the firm selling the chaff and dust discontinued sales to 
coffee roasters after the seizures. 

Forty-two other shipments of food, 19 of drugs and devices, and 
one of cosmetics were seized in May, according to the FDA report 
Unfit foods removed from the market totaled 459,142 pounds. 











The Federal Food, Drug, and 
Cosmetic Act and Its Effect 
upon the Retail Food Industry 


By MILTON L. SELBY 


The Author, Secretary and General Counsel, Safeway Stores, Inc., 
Views the Favorable Results and Minimum of Conflict in Developing 
and Expanding Federal Food Regulation as a Tribute to Those Who 
Sponsored the Legislation and to Those Who Have Administered It 


AM HONORED to have been selected to speak for the food 
retailer at this conference. I am also somewhat surprised at my 
importation from Northern California, since Los Angeles has for years 
been recognized in our industry as the home of the largest and best- 
operated retail food stores in the world. I know from personal 
experience how “tough” the owners of these stores can be as competitors. 


As the title indicates, I have been asked to discuss the pure food and 
drug laws from the viewpoint of the food retailer. Some of you may 
wonder why a grocer should be interested in laws whose general 
application is at the manufacturer or packer level.. Food retailers, and 
I am sure the same is true with respect to retail druggists, however, 
know that these laws have a definite and very beneficial effect upon 
their business and the livelihood it brings them. 

In the advanced society of “Shangri-La” as depicted a few years 
ago in Lost Horizon, selfishness was practically unknown, enlightened 
self-interest was compatible with the common good and there was no 
need for governmental regulation of business. 

The society of this century, however, has not achieved Shangri-La 
status. Our elected representatives have been forced to enact laws 
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to protect us from our own selfishness and, in order to make these 
laws effective, have established agencies to regulate and police our 
business activities. As an oversimplification, I think of the Federal 
Food, Drug, and Cosmetic*Act of 1938 and its predecessor of 1906 as 
social legislation of that type—an inducement, or prod, to do that 
which is in our own best interest. ° 


Progress During First Half-Century of Regulation 

The year 1956 will mark a half-century of federal food regulation 
in the United States. Progress during that period has been impressive. 
Its historical record is well presented in the Federal Food, Drug, and 
Cosmetic Law Administrative Reports, 1907-1949, published in The Food 
Law Institute series, and in the publication of proceedings at the com- 
memorative meeting in 1946 held under the auspices of the New York 
State Bar Association. 

The favorable results and the minimum of conflict in this develop 
ment and expansion of federal regulation are a tribute to those who 
sponsored the legislation and to those who have since administered it. 
Its success is also due in no small part to the generally cooperative 
attitude of the food and drug industries toward the objectives of 
these laws. 


As a basis for evaluating benefits to the retail food industry from 
the Federal Food, Drug, and Cosmetic Act, I suggest that we first 
define the industry’s long-range objective. I offer the following as a 
simple statement of this objective: to gain and hold the confident 
patronage of consumers. 

If, for the purposes of discussion, we accept that as our objective, 
we can see that it obligates us to supply our customers with quality 
products and satisfying service at reasonable prices. The retailer who 
does this will progress while the one who does not will soon fade from 
the picture. It is in earning and holding the confidence of his cus- 
tomers in the products sold by him that the food retailer realizes his 
greatest benefit from the pure food laws. 


‘Inducing"’ Suppliers to Guard Quality 


The subject assigned to me does not comprehend a discussion of 


provisions, such as factory inspections, which directly affect food 


processors and manufacturers. I shall only mention that there are 
such provisions and that they serve as added “inducements” to our 
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suppliers to guard the quality of the goods they ship us—and go on to 
factors more specifically related to the retailer. 

Most manufacturers and processors of food products aspire to a 
long period of continued success. It is elemental that repeat orders 
from satisfied distributors of their products are essential to that 
success. The economics of the industry, therefore, constitute a com- 
pelling influence for supplying quality merchandise. The Federal 
Food, Drug, and Cosmetic Act serves as an additional “inducement” 
in those cases where economics alone are insufficient to protect the 
retailer and his customer. 

The standardizing of foods—subject as it may be to differences of 
opinion—provides specifications which have substantial value in deal- 
ings between retailers and their suppliers. As a simple illustration, an 


order for canned peaches in which optional ingredients are specified 
as “peeled quarters” and “heavy sirup” uses terms which are well 


understood by both contracting parties. I know of at least one retail 
organization which consistently uses the standards as specifications in 
purchasing merchandise packed under both suppliers’ and its own 
brands. The last few years have seen a growing acceptance of this 
practice and I understand that it is now quite general for the industry. 
I will have to admit that at times we feel unhappy with the “mourning” 
bands of substandard quality. However, this feeling is more than 
offset by the knowledge that without such standardization we would 
suffer at the hands of unscrupulous suppliers and competitors. 


Labeling Requirements 


Labels which meet the requirements of the Act and regulations 
carry basic information to which consumers are entitled. You, of 
course, are well acquainted with these requirements, which are in the 
nature of a common denominator for all food labels. However, I'll list 
them to support what I believe is a reasonable conclusion, namely, 
that giving them readability on our labels benefits all interested parties : 
(a) the common name of the product—the need for this is obvious; 
(b) a list of all ingredients or of optional ingredients, and a declara- 
tion of artificial color, artificial flavor or chemical preservative, as the 
situation may require—if as sellers we remember our other status as 
consumers, it will be easy to recognize the need for these disclosures ; 
(c) a net quantity statement—this is a contract essential as well as a 
fundamental protection for both the consumer and the retailer; (d) the 
name and address of the producer, packer or distributor—here is an 
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opportunity for the supplier or distributor to indicate pride in his 


product. It also serves to relieve the retailer of responsibility for poor 
merchandise or improper packaging when he is not the processor or 
packer ; and (e) a dietary statement, when relevant claims are made— 
I’m somewhat hesitant to get into a discussion of this feature so I'll 
just make the passing comment that the required information is educa- 
tional—although we may not understand it; however, in this era of 
“additives,” the statement does have real importance. 

I have been told that the requirements above listed are the 
“stones” of a “wailing wall” for people who earn their living design- 
ing labels. These artists have a preference for art work, and would 
like to relegate the mandatory label information to the back panels 


or the bottoms of containers. 


Further Protection for Retail Seller 


The requirement that the container must not be misleading pro- 
tects the retailer in his contract dealings with the processor and in his 
relations with the consumer. We must remember that the consumer 
is buying not the container, but the contents of the package, and that 
she will be disgruntled—to say the least—if she finds that her purchase 
could have been packed in a corner of the container used. 

I am convinced that making essential product information readily 
available on the label, and insisting that all containers be fully filled, 
are real factors in earning the confidence and continued patronage of 
our retail customers. I can’t agree with those members of the food 
industry who contend that the readership appeal of mandatory label 
information is so far less than 100 per cent that it is of little value. If 
education of the consumer is required, it may be that the industry 
should do more work along the line of the brochure Read the Label 
which was published in 1951 by the Federal Security Agency to 
stimulate and educate consumer use of label information. 

The food-processing industry is extremely competitive. Survival 
may depend on the outcome of a battle of costs, and all processors are 
conscious of the need for economies in their operations. However, 
when the pressure’ for economies leads into such temptations as sub- 
stitution of ingredients or relaxation of quality controls or questioning 
of the need for sanitation measures, the Federal Food, Drug, and Cos- 
metic Act serves as an influence for caution and as a protection to the 
retailer and his customer. When this need for caution goes unheeded, 
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the erring proprietor gains instruction (at substantial expense) in 
such legal procedures as the application of admiralty rules to seizures 
on land. 

The commodity-guaranty provisions of the Act deserve and should 
have greater retailer attention and understanding than is now given 
them. These sections relieve the retailer from responsibility for 
failures and violations over which he has no control and, if understood, 
would be demanded by the retailer from all suppliers on all purchases. 
Too often, it is the unethical manufacturer who fails to include the 
guaranty in his sale agreement. The guaranty, by the terms of Sec- 
tion 303, simply gives the retailer an exemption from penalties under 
specified circumstances. However, in the course of business relations 
between the retailer and his supplier, the guaranty can have a much 
broader significance and much more importance. Our experience is 
that suppliers have no hesitancy in responding to a request for a con- 
tinuing guaranty that their products will not be misbranded or 
adulterated. They often use the request as an opportunity to explain 
the quality of their products, and in many instances back up their 
assurances with an indemnity agreement or a certificate of product 
liability insurance, or both. 

Lest this recital be misinterpreted as indicating that the benefits 
derived by the retail food industry are at the expense of suppliers, | 
want to assert that the benefits are not one sided, and that they accrue 
to suppliers as well as to retailers. The Act, it is true, is basically a 
health measure and its primary justification is the increased likelihood 
that food will be in a good wholesome condition when consumed. 
However, the factors which help retailers sell food to consumers 
stimulate the movement of goods from suppliers to their outlets. 
Also, the need to meet the requirements of the Federal Food, Drug, 
and Cosmetic Act, in order to compete in commerce, gives ethical 
business substantial protection against chiseling by unethical or short- 


sighted competitors. 


Growing Evidence of Act's Value 


The importance of the Federal Food, Drug, and Cosmetic Act to 
the retail food industry is becoming more and more apparent as time 
goes on. When the law was enacted in 1906, food processing was of 
little importance to our economy, and the retail food business was 
still in its “cracker barrel” stage. Food products were processed 
locally and sold from’ barrels, tubs and bins by dingy corner stores. 
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Little thought was given to sanitation by either the store proprietor 
or his customer, and purchases were carried home in containers sup- 
plied by the customer or in a used box or an old piece of wrapping 
paper furnished by the grocer. Lack of refrigeration limited perish 
able products handled to those in dried or smoked form and over-all 
sales of the store were held down by poor transportation, which made 
it impossible to draw customers from any distance. Improved trans- 
portation, development of large central processing plants with up-to 
date processing and packaging machinery, evolution of the retail food 
store from the “cracker barrel” stage, growing concern as to sanitation 
and health, housewives’ aversion to home canning and preserving and 
their desire to use the retail food store as the sole source of supply for 
their families’ food needs have all helped to increase the value of the 


Federal Food, Drug, and Cosmetic Act. 


Improvements Answer to Consumer Demands 

The demand for greater variety and better-tasting and more 
nutritious foods has resulted in many improvements in processing 
plants, in methods of transportation and in retail food stores. Those 
of us who are in the retail food business like to think that the greatest 
development took place in our industry. A comparison of the dingy, 
unsanitary “cracker barrel” store common in the early years of the 
century with the modern supermarket constructed, equipped and 
stocked at a cost, in many cases, of more than a million dollars proves 
that we have good reason for this belief. The substantial investment 
in the retail store and the great distance from which trade must be 
drawn makes customer confidence in the products sold of prime 
importance to the present-day grocer. I do not believe he could main 
tain the consistency in quality required for this customer confidence 
without the help of the pure food laws and the enforcement activities 


of the FDA. 


It has been necessary for the FDA to grow with the food business 


and to develop and revise its enforcement procedures to meet changes 


in that industry. Its history of progress from the supervision of 
localized packaging and processing during the early years of the 
century through the regulation of large central processing plants and 
on to the recent development of freezing techniques for food preserva- 
tion gives one complete confidence in the Administration’s ability to 
meet any challenge that may arise in the future. 
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Suggestions for Changes in Act and Enforcement 

I think it only proper at this time to list a few places where we 
believe the Act and its enforcement could be changed to the benefit 
of the public. A recent incident, which might be called “The Case of 
the Mixed Mackerel,” illustrates how improved co-ordination in the 
administration of the Act could result in a saving to the food industry, 
without prejudicing or injuring the customer. 

The invitation to speak at this meeting came at a time when my 
company was negotiating a settlement with a supplier for loss due to 
federal seizure of a shipment of canned fish. It seems that some 
trachurus symmetricus had become entangled in a catch of pheumatophorus 


. . - *- . . + . 
diego and were canned without benefit of segregation. Now, quite 


correctly, trachurus symmetricus should not be allowed to masquerade 
as pheumatophorus diego, so there was no question but that the Food 
and Drug Administration properly initiated seizure. However, the 
case became so complicated by a difference of opinion as to a common 
product name that could be used for the pack that the supplier found 
it impossible to relabel the goods and suffered a total loss on the mer- 
chandise. It so happened that several districts of the Food and Drug 
Administration held different views on the matter. The opinion of 
the district in which the fish was packed—and, incidentally, also of 
the state authorities—was that the designation “jack mackerel” was 
sufficiently general to cover both types and that it would constitute a 
down-grading of any Pacific mackerel in the can. Under that point of 
view, a consumer buying “jack mackerel” would receive at least what 
she paid for and would benefit from any of the higher-grade product 
that happened to be in the container. The situation seemed com 
parable to the general acceptance of the designation “jack salmon” as 
a down-grading of the more highly regarded types of salmon. How 
ever, the district in which the fish was seized would not accept that 
view and concluded that the product could not be satisfactorily relabeled. 


Differing Views of Departments a Stumbling-Block 
Another recent experience illustrates how a difference in views 
between separate departments of the government—the Food and Drug 
Administration, on one hand, and the United States Department of 
Agriculture, on the other—can result in a substantial loss to the food 
industry. From the point of view of the USDA—and the authorities 
of the state in which the goods were processed—this instance might 
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be termed “The Case of Grade B v. Grade A Frozen Eggs.” To the 
Food and Drug Administration it was simply a case of decomposition. 
The FDA prevailed, even though the vote was two to one against its 
ruling. Strangely, a portion of the same lot, which was not shipped 
in commerce, was sold after clearance by the state and found to be 
entirely satisfactory. 

Since I have already diverged from the strict limitations of the 
subject assigned to me, I will make the further comment that it dis- 
turbs me to have the Food, Drug, and Cosmetic Act distorted for the 
benefit of special interests and the enforcement efforts of the federal 
government directed toward problems that are properly within local 
jurisdiction, all without resulting advantage to the consumer. I refer 
to subdivision (c) of Section 407, as amended by the Oleomargarine 
Act of 1950. This section does not affect food retailers, so my opinion 
cannot be said to be influenced by any selfish interest. Instead, it 
regulates the manner of serving margarine in local eating places, and 
imposes on federal officers the burden of enforcement of the regula 
tion. Consider this provision in relation to its use of the powers of 
the federal government: 

Sec. 407 . . . (c). No person shall possess in a form ready for serving 
colored oleomargarine or colored margarine at a public eating place unless a 
notice that oleomargarine or margarine is served is displayed prominently and 
conspicuously in such place and in such manner as to render it likely to be read 
and understood by the ordinary individual being served in such eating place or 
is printed or is otherwise set forth on the menu in type or le‘tering not smaller 
than that normally used to designate the serving of other food items. No person 
shall serve colored oleomargarine oz colored margarine at a public eating place, 
whether or not any charge is made therefor, unless (1) each separate serving bears 
or is accompanied by labeling identifying it as oleomargarine or margarine, or 
(2) each separate serving thereof is triangular in shape. 


General Scope of Criticism 


My criticism is not directed to any product or industry. Instead, 


I cite the provision simply to illustrate what I consider to be unrealistic 


regulation and an improper use of federal enforcement authorities. 


In contrast with the situation just mentioned was a recent adminis- 
trative revision of the policy covering the shipment in commerce of 
frozen desserts containing vegetable fats. It is my understanding that 
the modification will permit the interstate movement of such products 
if correctly labeled. To me this represents an enlightened administra- 
tive move toward the elimination of artificial restrictions that are not 
in the public interest. As a member of the retail food industry, I am 





ACT'S EFFECT ON RETAIL FOOD INDUSTRY PAGE 421 


impartial as to products. The point I want to make is that the Act, 
or regulations under it, should not be used to protect an industry 
against competition, to discourage the development of new and cheaper 
foods or to deprive consumers of wholesome, properly labeled food 
products. 


Cooperation v. Extended Control 
I have no sympathy with the demands for bigger and better govern- 
mental control of business so often heard during the last decade. 
However, regulation such as that under the Food, Drug, and Cosmetic 


Act is in the public interest and has a place in our present-day business 
world. We can only hope that experience under the Act thay in time 
influence industry to voluntarily operate in a way that will accom- 
plish its objectives, thereby making the Act unnecessary. [The End] 


* LABELING OF DIETARY FOODS * 


The labels of “salt free” or “low sodium” food products for dietary 
use will have to declare their sodium content in milligrams of salt per 
100 grams of the food, and in an average serving of the food. This new 
regulation becomes effective September 29, 1954. The order of promul 
gation reads, in part: 

“In the matter of amending the regulations pertaining to label state- 
ment concerning intake of sodium in dietary management 

“On May 13, 1954, there was published in the Federal Register 
(19 F. R. 2767) a notice incorporating findings of fact and a proposed 
order based on the evidence recetved at a public hearing held pursuant 
to the notice appearing in the Federal Register on November 14, 1953 
(18 F. R. 7249). A period of 30 days was permitted for the submission 
of written memoranda or briefs relevant to the proposed order. No 
exceptions having been filed to the tentative order within the period 
allowed, the Secretary of Health, Education, and Welfare, pursuant to 
the authority contained in the Federal Food, Drug, and Cosmetic Act 
(secs. 403(j), 701, 52 Stat. 1047, 1055; 21 U. S. C. 343(j), 371; 67 Stat 
18), hereby promulgates the following order: a 

The second sentence of Section 125.4(a)(2) is amended, and Section 
125.9 is added. Text of the latter follows: “If a food purports to be or 
is represented for special dietary use by man by reason of its use as a 
means of regulating the intake of sodium or salt (sodium chloride), the 
label shall bear a statement of the number of milligrams of sodium in 
100 grams of the food and a statement of the number of milligrams of 
sodium in an average serving of the food. The average serving shall be 
expressed in terms of a convenient unit or units of such food or a con- 
venient unit of measure that can be readily understood and utilized by 
purchasers of such food. For example, an average serving might be 
expressed in terms of a number of slices, cookies, wafers, etc., or in 
terms of cupfuls, tablespoonfuls, teaspoonfuls, etc.” 





By ROBERT A. HARDT 


The Food and Drug Law .. . 


to the Expansion 





R. CHAIRMAN, Ladies and Gentlemen of the Conference: 

I am grateful to the University of Southern California for the 
privilege of representing the American Pharmaceutical Manufacturers’ 
Association at your conference here today. It is my pleasure to dis- 
cuss with you the fundamental significance of the drug law and its 
relation to the great modern advance and expansion in the pharma 
ceutical industry. 

I extend my compliments to the University of Southern California 
Law School for having established a fine graduate course in the food 
and drug law which, I understand, is in cooperation with The Food 
Law Institute. I am glad to tell you that the American Pharma- 
ceutical Manufacturers’ Association has granted a fellowship to New 
York University Law School for graduate instruction in the food and 
drug law. 

When I was a student in college, my professor of pharmacognosy, 
the late Dr. Albert Schneider, frequently made reference to a law 
which he called the Wiley Act. He held this act in high esteem, as he 
did the man who fought so long and diligently for its enactment, Dr. 
Harvey W. Wiley. 

The Wiley Act, or the Food and Drugs Act of 1906, was the 
predecessor of our present law enacted in 1938. This was back in the 
days when it became fashionable for conservative physicians to look 
down their noses not only upon home remedies, but upon many of 
the items they had been carrying in their own black bags. Most medi- 
cines were regarded as of little real value beyond giving the patient 
a feeling that something was being done for him. The medical skep- 
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Its Relation 


of the Pharmaceutical Industry 





The President of the American Pharmaceutical Manufac- 
turers’ Association Delivered This Address on May 15, 
1954, Before the Conference on the Food and Drug Law 
Which Was Held at the University of Southern California 


ticism of the time was epitomized in Dr, Oliver Wendell Holmes’s 
classic remark 

If the whole materia medica (excepting only opium and ether) 
be sunk to the bottom of the sea, it would be al] the better for mankind 
and all the worse for the fishes 

The 1906 law, or the so-called Wiley Act, was indeed a good law 
for its time. It was, however, essentially a policing act designed 
primarily to protect the public against fraudulent practices and t 
safeguard the integrity of drugs. It did not, and of course could not, 
serve as a guide or a direction finder for the more specific and dramati 
progress in drug therapy which we have been destined to witness in 
our time. 

Sometimes the laws which govern men and institutions serve to 
strengthen rather than suppress. Sometimes they do this with mutual 
benefit to all concerned. Sometimes, but not always, they do this 
with only temporary inconvenience and relatively light burdens of 
compliance. Sometimes, if intelligently and properly enforced and 
administered, a law can be good for everyone. This, I think, can prop 
erly be said of the Federal Food, Drug, and Cosmetic Act of 1938 

The enactment and subsequent enforcement of this statute un 
questionably gave impetus to drug therapy and to the growth of the 
pharmaceutical industry. Certainly, the miracle climb of the industry 
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coincides reasonably well with the period during which the Act has 
been in force. The provisions of the Act have necessitated and even 
encouraged collection of vastly increased data about medicinal prod- 
ucts used in the diagnosis, prevention and treatment of disease. 


Results of Collection of Data 

This increase in information collected about drugs and their uses 
taught us several things: 

(1) We learned that there probably is no perfect drug. If a drug 
is potent and effective, certain side effects in some patients are to be 
expected. Such knowledge about a specific drug need not necessarily 
condemn it, but could call for more care and watchfulness in its use— 
for example, in modified-dosage systems and improved administration 
techniques. 

(2) As we collected more information required for filing new-drug 
applications, our researches led us to modifications and new com- 
pounds which were even more useful in treating certain diseases. We 
learned more about acute- and chronic-toxicity tests. All in all, there 
has been a really significant advance in clinical research activities in 
the pharmaceutical industry. For example, one current clinical study 
about which I have personal knowledge embraces the study of the 
effect of a drug on the blood of more than 5,000 patients. Included in 
this large group of patients under study are some who previously ex- 
hibited sensitivity or toxicity to related compounds. It goes without 
saying that these patients were included only after their full consent 
had been obtained and they had been completely informed about their 
condition and the possible consequences. 

(3) We learned to distinguish in a much more sharply definitive 
way between objective and subjective data—that is, we developed 
methods by which we could determine what was actually happening to 
patients and what seemed to be happening. 


Industry Moving in Same Direction 
Some people could claim that all of this would have come about 
without a food and drug law. On their side of the argument it must 
be admitted that the better element of the industry was rapidly moving 
in the right direction. Certainly, the progress of the pharmaceutical 
industry did not spring from a philosophy of mediocrity. The scien- 
tific and industrial advances of the industry in recent years were not 
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brought about by men striving to be common, but rather by men striv- 
ing to distinguish themselves. 

The fact remains, however, that research in the pharmaceutical 
industry did contribute materially to the progress of medicine. Today 
the average life span has risen to 69 years. Among primitive people, 
the average span of life was less than 20 years. Then. in the expanding 
knowledge of the great civilization of Greece, it remained for Hip 
pocrates to set medicine on a realistic and rational course. In his 
time the average span of life rose to 37 years. In Victorian days, man 
could look forward to only 47 years of life. But today, because of the 
advance of science, because of better medicine—as mentioned before 
the span of life has risen to 69 years. 

We of the pharmaceutical industry do not flatter ourselves that 
this advance has been due entirely to our efforts. We do not claim, 
nor do we want, more than our share of the credit. However, we are 
hopeful that one erroneous impression can, in due time, be corrected. 
I refer to the misunderstanding many people, including intelligent 
people as well as the uninformed, have regarding the cost of drugs. 


Public Attitude Toward Dollars Spent for Prescription Drugs 


This misunderstanding stems from a fundamental psychological 
principle which is frequently overlooked. Sometimes we pharmacists 
and pharmaceutical manufacturers develop the feeling that we are 
misunderstood because we know the dollar spent for- prescriptions is, 


generally speaking, a real bargain. But, unfortunately, the public 
doesn’t know this. We overlook the fact that people spending their 


good money for prescriptions are buying something they didn’t want in 
the first place. Thus, it is easy for them to gain the impression that 
they have been gouged or even cheated. 

This subject is far too complex for full discussion here. It has 
been summarized extremely well by Mr. Donald G. Cooley in his book, 
The Science Book of Wonder Drugs, from which I quote just a few lines: 


Around the beginning of our century, a customer walked into a pharmacy 
with a doctor’s prescription for several exotic drugs to be compounded into a 
medicine for treatment of an unknown fever. He got a pint-sized bottle of liquid 
that tasted awful, and presumably was as potent as its flavor. The cost? Per- 
haps fifty cents 

Today, you take a prescription for an antibiotic to a drugstore and receive 
a tiny bottle containing ten or a dozen capsules. For this you lay down a five- 
dollar bill and get no change to speak of. A big package of aspirin gives you a 
lot more tablets at a cost of only a few cents. Human nature being what it is, 
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you may have a dark suspicion that the druggist and the antibiotic manufacturer 
are making a whale of a profit out of your adversity 

But the cost of a drug is no measure of the cost of an illness. The antibiotic, 
as a rule, cures an illness quickly, at home instead of in a hospital, with fewer 
visits from the doctor, little loss of time from work, and quite possibly the 
avoidance of complications that could cost you hundreds of dollars or even 
leave you with a lifetime health impairment. 

Actually, the relative cost of drugs has lessened since the “good old days.” 
In 1935, 19 cents of the consumer’s medical dollar was spent on drugs. In 1950, 
the proportion spent on drugs was down to 17 cents, according to figures com 
piled by the medical economics department of the American Medical Association 

The flow of new pharmaceuticals imposes a greater public health 
responsibility than ever before on the drug-distribution system of our 
country. I would be remiss in the discharge of my responsibilities 
were I to fail in calling attention to the dangers potentially inherent 
in excessive administrative power. The food and drug law, like the 
Delphic oracle, is full of mysteries. Necessarily, the Food and Drug 
Administration seeks to resolve these mysteries through administra 
tive regulations and interpretations. We recognize the difficulties 
which beset that agency. Likewise, we appreciate the laudability of, 
and understand, its deep interest in public health. Nevertheless, our 
attention should not be diverted from the overriding principle that the 
functions and the authority of the agency are determined by legislation 
in the light of what the Congress considers as best suited to protect 
the public health. 


Keeping First Things First 


Experience has taught the need for vigilance. There is always the 
danger that regulations will impair the traditional concepts of the 
practice of medicine. Progress in treating disease should not be 
hampered or unnecessarily delayed by those who seek power only for 
the sake of power. 

\dministrative policies are most productive when they conform 
to legislative authority. We may, with profit, recall the wise words 
of Mr. Charles Wesley Dunn when speaking of the factory-inspection 
amendment: 

I can think of no course that would more discredit the FDA’s administra 
tion of this Act than its indiscriminate use of an emergency police search warrant 
procedure regularly to enforce it in a normal situation, against legitimate manu 
facturers and dealers 

The leaders of our industry have a very deep sense of their respon- 
sibility to the public, just as do some of our legislators. They are will 
ing to accept this responsibility as a matter of honor with a minimum 
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of regulation. It has been my experience that the public appreciates 
protection. However, they do not enjoy, nor do they require, over- 
protection against themselves or others. 

People are essentially rational by nature; they respond to facts 
and want the truth; and they will ultimately find it and act upon it. 
It is the unknown which frightens—the unfamiliar which is misunder 


stood. That is why I am pleased to have had the privilege of briefly 


telling some of the story of the pharmaceutical industry to this audi- 


ence this afternoon. 


Prevention of Illness as Goal 


The job of the pharmaceutical industry will never be finished, 
that is, it will never be finished until it has driven itself out of busi 
ness. By that, of course, I mean that it seeks to develop and produce 
medicinal products which not only conquer disease, but also keep 
well people well. Once it has perfectly accomplished such an objective, 
it will no longer have reason to exist. 

In closing, may | quote a line from the late Dr. George Crile 
of the Crile Clinic in Cleveland? Dr. Crile said: “In the future the 
treatment of disease will be regarded as failure.” 

[ interpret this to mean that the real objective of medicine is to 
keep well people well. This is a worth-while objective. It will not 
be reached in our time nor in our children’s \ime. But progress is 
being made, painfully slow as it may seem. The health professions 
can, however, take infinite pride in the fact that they are making sig 
nificant contributions toward the achievement of that goal. [The End] 
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important deviation) must bear a clear 
substandard label, to reveal its true 
nature. Moreover where a debased 
food is sold in bulk under the required 
imitation label and is then retailed or 
served (e.g., in a hotel or restaurant) 
without such a label, it may be fraudu- 
lently palmed off for the genuine stand- 
ard food which it invariably resembles 
in appearance. That situation is illus- 
trated by the bulk sale of watered milk 
or defatted butter under an imitation 
label, which is then retailed or served 
for the genuine product. 

Beech-Nut believes that 
should duly amend the Federal Food, 
Drug, and Cosmetic Act, to prevent 
the debasement of a food having a 
standard of identity. For such an amend- 
ment is necessary to secure the product 
integrity of essential foods governed by 
identity standards, to prevent deceit 
and fraud in their sale, and also to 
safeguard the public health. It is to 
be recalled here that a major reason 
for enacting this Act was to authorize 
identity standards for essential foods, 
which fix their required composition; 
a deviation from which alters their 
food character and impairs their food 
value. Which impairment is especially 
serious where these standards provide 
for a dietary nutritional enrichment of 
such And it should be further 
recalled that over half the packaged 
foods sold today are governed by iden- 
tity standards. Hence the long range 
effect of the imitation jam decision po- 
tentially to break down their basic 
composition must give pause for seri- 
ous thought. 


Congress 


f¢ « yds. 


lt is no reply to say that a debased 
food may be sold more cheaply. That 
is so, because (for example) watered 
milk may be sold more cheaply than 
true milk. But the whole point of an 
identity standard for an essential food 
is absolutely to protect its true nature 
and product integrity. Also it is no 
reply to say that the composition of a 


standardized food may be economically 
improved, because that is a matter 
which the standard can and should 
determine. Further it is no reply to 
say that the imitation label for a de- 
based food fairly notifies the consumer 
that it is not the genuine standard 
product; because it does not actually 
reveal the debasement or its extent. 
Likewise it is no reply to say that the 
FDA may duly police the retail sale 
and service of debased imitation 
from bulk packages, to prevent fraud. 
For this agency has not the organiza- 
tional ability duly to cover that im- 
mense enforcement area; and it only 
has jurisdiction over foods originating 
in interstate commerce. 

But H. R. 2739 
an amendment effective to prevent the 
debasement of a standardized food, 
since it can only be used to limit its 
debasement; which should not be 
permitted at all. In addition this amend- 
ment is also wrong in principle, be- 
cause a debased food is not a true 
imitation food; there is no known need 
otherwise for standardizing true imitation 
food; and if that need does exist section 
402 of this Act is now acequate, because 
it authorizes identity standards for any 
Consequently the bill should be 
entirely revised to meet the fundamental 


food 


does not propose 


food. 


public needs stated in this letter 
Respectfully yours, 
Charles Wesley Dunn 


General Counsel 


Microfilms 


Microfilms of Volume 8 (1953) of 
Foop Druc Cosmetic LAw JouRNAL are 
now available, to regular subscribers 
only. Inquiries regarding them should 
be addressed to University Microfilms, 
313 North First Street, Ann Arbor, 
Michigan. 
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(as the different form of the proposed O’Hara food chemical additive 
amendment of the 1938 Act suggests). 

“When this government permission control over new drugs en- 
tered the 1938 Act, it was inevitable that the FDA would recommend 
its progressive analogous extension. Hence it subsequently had this 
Act amended to add its advance batch control of insulin drugs, to 
further assure their safety and efficacy ; and it then had this Act further 
amended to add its similar control of the five original antibiotic drugs, 
for the same purpose. The latter control however invites the following 
comment: it was intended to be a temporary one, remaining only until 
the scientific production of these new basic drugs has been duly stabil- 
ized; having in mind that their safety will continue to be normally 
guarded by the new drug law. But notwithstanding the fact that the 
scientific production of these drugs has been thus stabilized, except to 
an incidental extent which may be regulated under that law, the FDA 
refuses to sanction a removal of this additional government control of 
them. It instead maintains that such control should be a permanent 
one, subject to individual decontrol by administrative consent; and 
that it should be broadened to reach other antibiotic drugs as well. 
As a result the special antibiotic law of this Act is now in the unsound 
state of having essentially outlived its temporary purpose, with respect 
to the original antibiotic drugs; and of not applying to all other anti- 
biotic drugs presently and hereafter marketed, which have exactly 
the same need of due scientific production and whose safety is ade- 
quately established in regular course under the new drug law. I should 
go on to note that the drug manufacturers within the jurisdiction of 
this questionable antibiotic law are required to underwrite its govern- 
ment control of them, on a fee payment basis. Moreover if its further 
government control permanently remains for antibiotic drugs, the 
FDA may strongly argue that different basic drugs, created in the 
future and having the same need of due scientific production, should 
be put under a like control. In short: this is an additional government 
control which is potential for its infinite new drug extension and per- 


haps also for its even severer control expansion. 


8 
“It finally remains to say that this conversion of the 1938 Act into 
a government permission control over new drugs inevitably led to an 
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FDA recommendation of an analogous control over new chemical 
additives in food and cosmetics. (Perhaps the FDA may later recom- 
mend a further batch control of them, like that imposed on insulin and 
the original antibiotic drugs.) That recommendation was made to the 
Delaney Committee, which investigated the safety problem of these 
additives; and the Committee approved it. This approval was then 
successively implemented by the Delaney (H. R. 2245), Miller (H. R. 
4901) and O’Hara (H. R. 8418 and H. R. 9166) bills, enacting food 
chemical additive amendments of the 1938 Act professedly similar to 
its new drug law; and by the Delaney bill (H. R. 2244), enacting a 
parallel amendment of this Act for cosmetic chemical additives. But 
the House Commerce Committee, to which all these bills were referred, 
will not conduct hearings on them; and consequently the problem of 
their amendments will be deferred to the next Congress. The only one 
of these bills which now invites serious consideration is the latest 
O'Hara bill (H. R. 9166), proposing a food chemical additive amend 
ment of this Act. For it was drawn by representatives of significant 


food industry associations, in cooperation with the FDA. Hence it 


presumably enacts the amendment presently desired by the FDA, 


which radically differs from what the FDA recommended to the 
Delaney Committee. The House Commerce Committee did not act 
on this bill, because of the strong opposition to its amendment in both 
the food manufacturing and food chemical industries; in order to give 
them an opportunity for jointly developing an appropriate substitute 
amendment. These alternative amendments will be debated by com 
petent representatives of leading manufacturers in both industries at 
Chicago on August 17, during the annual meeting of the American 
Bar Association’s Division of Food, Drug and Cosmetic Law; and we 
hope that this debate will clarify the important legislative question 
they present. | should go on to say that such an amendment will 
primarily regulate the food chemical industry, which mainly supplies 
the additives governed by it; but that it will basically regulate the 
food manufacturing industry, which responsibly uses all these addi 
tives. Hence the two industries should duly cooperate for a right 


amendment 


“Pending this debate it may be personally added here: I first re 
ommended an amendment of the 1938 Act to require a safety pretesting 
of new food chemical additives, in a 1948 address to the American 


Chemica! Society. I thereafter approved this amendment in a state 
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ment to the Delaney Committee, for the Grocery Manufacturers of 
America, the over-all national association of the food manufacturing 
industry, for which I have long been general counsel. The GMA board 
then endorsed this amendment, in principle ; but it has not yet approved 
the form of such an amendment, because that has been a highly con 
troversial question in and between the food manufacturing and food 
chemical industries. 

“As to the former industry: some leading food manufacturers 
apparently support the so-called “new drug law” form of this amend 
ment, proposed by the latest O’Hara bill (H. R. 9166). It however 
basically differs from the actual form of such law, in itself and from the 
standpoint of its major provisions. This is so because, for example: it 
is instead drawn according to the general plan of the current pesticide 
residue amendment to the 1938 Act, which establishes a much harsher 
government control; it contains a broader definition of a new chemical 
additive, whereby it includes all new significant ingredients of food 
and also its old ingredients to an important degree, exclusive of pesti 
cide chemicals; it creates new standards for its administrative applica 
tion, which raise complex and difficult scientific-legal questions; it 
sanctions new ad hoc expert committees to advise the FDA on its 
administration, which are selected by the National Academy of Sci- 
ences ; and it stipulates that on a judicial review of a negative adminis 


trative order, the administrative findings of fact shall be conclusive 


only if they are supported by substantial evidence considered on the 


whole administrative record which must contain any report and 
recommendations by an advisory committee. But however the O'Hara 
amendment of this Act varies from its new drug law in form, it is 
equally purposed and effective to give the FDA a government permis 
sion control over chemical additives in food. And notwithstanding 
this control has been ameliorated in certain respects, it is fundamentally 
a severer one. For it starts by outlawing all affected chemical addi 
tives; and it then allows their use only on the basis of an adminis 
trative permission, granted according to prescribed conditions and 
subject to the sanctioned court review. It is a curious fact that while 
this amendment is entitled one to prohibit the use in food of new chem 
ical additives which have not been adequately tested to establish their 
safety, it does not directly require their adequate safety pretesting 
and it rather indirectly requires such pretesting, by its plan of a gov 


ernment permission contre ] over them. 
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“Whereas other leading food manufacturers (who will probably 
be joined by leading food chemical manufacturers) propose a sub- 
stitute amendment that avoids such an extreme government permissive 
control over chemical additives in food. It is an amendment which 
is strictly confined to mew additives, broadly defined to include sig 
nificant food ingredients that are newly used ;* which directly requires 
their due safety pretesting from the standpoint of their intended use, 
to the full extent it is scientifically needed to protect the public health ; 
which then requires an immediate submittal of the pretesting evidence 
to the FDA (in effect), for its prompt adequacy evaluation under the 
1938 Act from that standpoint; and which also provides that a nega 
tive FDA evaluation shall be open to review by a foregoing ad hoc 
expert advisory committee, if the interested chemical or food manufac- 
turer desires that. Such other manufacturers argue that this is the 
fundamental amendment indicated in the circumstances, whose viola 
tion is subject to a drastic criminal penalty of fine or imprisonment ; 
that it will immensely strengthen the regulation of chemical additives 
in food, by the 1938 Act; and that it ought to accomplish its protective 
objective. For it is improbable that the interested manufacturer will 
neglect or refuse to accept a negative FDA evaluation as a rule, espe- 


cially where it is confirmed by an advisory committee. But if he 
exceptionally does so, the FDA can immediately enforce this Act to 
enjoin his proposed use of the additive in issue ; and the question of its 
safety would then be judicially determined, by due process of law and 
on the basis of the pretesting and other related evidence adduced. 


These manufacturers also argue that only experience with this amend- 
ment will prove whether it is sufficient; that if experience does prove 
this amendment is sufficient, it is, enough; but that if this amendment 
is thus proven insufficient, its extension can then be better and ade- 
quately determined. These manufacturers finally argue that this 
amendment procedure is reasonably sound, on its face; and that it is 
required to avoid imposing a practically unnecessary and an inherently 
undesirable government permission control of the food manufacturing 
and food chemical industries, in the area of basic food progress.” 
[The End] 


***The 1938 Act now effectively deals does not reach back to drugs preceding it, 
with old chemical additives in food. And as thus provided."’ 
I recall that the new drug law in this Act 
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